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FEDERAL FOOD, DRUG, AND COSMETIC ACT 
(Pesticides) 


MONDAY, JULY 14, 1953 


Houser or REPRESENTATIVES, 
SuscomMirrer No, 2 or THE INTERSTATE 
AND ForeIGN COMMERCE COMMITTEE, 
Washington, D.C. 

The subcommittee met at 10 a. m., pursuant to call, in room 1301, 
New House Office Building, Washington, D. C. Congressman Charles 
A. Wolverton, chairman of the full committee, presiding. 

Present: Congressman Charles A. Wolterton (presiding), Dwight 
L. Rogers (Florida), William L. Springer, J. Percy Priest, and Paul 
Schenck. 

Also present: Congressman Walt Horan, D. R. Matthews, and A. S. 
Herlong. 

Mr. Wotverton. The committee will come to order. The hearings 
this morning relate to H. R. 4277, by Mr. Miller of Nebraska, a bill 
to provide for the health and protection of the citizens of the United 
States from harmful chemical additives. 

(H. R. 4277 is as follows :) 


[H. R. 4277, 83d Cong., 1st sess.] 


A BILL To provide for the health and protection of the citizens of the United States from 
harmful chemical additives in pesticides 


Be it enacted by the Senate and House of Representatives of the United States 
of America in Congress assembled, That this Act may be cited as the “Pesticides- 
Residue Amendment to the Federal Food, Drug, and Cosmetic Act.” 

Sec. 2. Section 201 of the Federal Food, Drug, and Cosmetic Act is amended 
by adding at the end thereof the following new paragraph : 

“(q) The term ‘pesticide’ means any substance or mixture of substances used 
in the production, storage, or transportation of food which is intended for pre- 
venting, destroying, repelling, or mitigating any insects, rodents, fungi, or 
weeds, and other forms of plant or animal life or viruses, except viruses on or 
in living man or other animals.” 

Sec. 3. Section 402 (a) (2) of the Federal Food, Drug, and Cosmetic Act is 
amended to read as follows: 

“(2) if it bears or contains any added poisonous or added deleterious sub- 
stance which is unsafe within the meaning of section 406, except a pesticide, 
or if it bears or contains any poisonous or deleterious pesticide which is 

unsafe within the meaning of section 407 ;”. 

Sec. 4. The Federal Food, Drug, and Cosmetic Act is amended by adding at 
the end of section 406 (b) the following new section: 

“Sec. 407. (a) Any poisonous or deleterious pesticide added to a food shall 
be deemed unsafe for the purposes of the application of clause (2) of section 
402 (a) unless (1) the quantity thereof does not exceed the limits of a tolerance 
prescribed by the Administrator under paragraph (b) of this section; or (2) 
the pesticide has been exempted from the requirement of a tolerance by the 
Administrator under paragraph (c) of this section. While a tolerance is in 
effect, a food shall be deemed to be adulterated if the quantity of the pesticide 
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which it bears or contains exceeds such tolerance. While a tolerance, or an 
exemption from a tolerance, is in effect, clause (1) of section 402 (a) shall not 
apply. 

“(b) The Administrator shall promulgate regulations establishing a tolerance 
for any poisonous or deleterious pesticide to the extent necessary to protect the 
public health. In establishing such a regulation, the Administrator shall give 
appropriate consideration to the necessity for the production of an adequate and 
wholesome food supply. Such regulations shall be promulgated in the manner 
prescribed in paragraphs (d) or (e) of this section. 

‘(c) The Administrator shall promulgate regulations exempting any pesticide 
from the necessity of a tolerance under paragraph (b) of this section when such 
a tolerance is 1 ot necessary to protect the public health Such regulations shall 
be promulgated in the manner prescribed in paragraphs (d) or (e) of this 
section. 

d) (1) Any person submitting an application for the registration of a pesti- 
cide under the Federal Insecticide, Fungicide, and Rodenticide Act of 1947 (7 
U. 8. C. 135) may file with the Administrator a petition proposing the issuance 
if a regulation establishing a tolerance for the pesticide or exempting the pesti- 
cide from a tolerance. The petition shall contain data showing (i) the name, 
chemical identity, and composition of the pesticide: (ii) the amount, frequency, 
and time of application of the pesticide; (iii) toxicity information; (iv) tests 
showing the amount of residue remaining; (v) proposed tolerances for the pesti- 
cide, if tolerances are proposed; and (vi) reasonable grounds in support of the 
petition. 

“(2) Within ninety days after filing, the Administrator shall, after giving due 
consideration to the data submitted or otherwise before him and after certifica- 
tion by the Secretary of Agriculture that the pesticide named in the petition is 
useful for the purpose for which the tolerance or exemption is sought, make 
public a regulation (a) establishing a tolerance for the pesticide named in the 
petition or (b) exempting the pesticide from the necessity of a tolerance, unless 
within such ninety-day period the person filing the petition requests that the peti- 
tion be referred to an advisory committee or if the Administrator within such 
period otherwise deems such referral necessary, in either of which event the 
provisions of clause (3) of paragraph (d) of this section shall apply in lieu 
hereof. 

“(3) In the event that the person filing the petition requests within ninety 
days after filing that the petition be referred to an advisory committee, or the 
Administrator within such period otherwise deems such referral necessary, the 
Administrator shall forthwith submit the petition and other data before him 
to an advisory committee to be appointed in accordance with paragraph (g) of 
this section provided that the Secretary of Agriculture has certified that the 
pesticide named in the petition is useful for the purpose for which a tolerance 
or exemption is sought. As soon as practicable thereafter, but in no event later 
than sixty days after such referral, the Committee shall, after independent study 
of the data submitted to it by the Administrator and other data before it, certify 
a report and recommendations on the proposal in the petition to the Adminis- 
trator. Within thirty days thereafter, the Administrator shall, after giving 
due consideration to the data before him, including the report and recommenda- 
tions of the advisory committee, make public a regulation (a) establishing a 
tolerance for the pesticide named in the petition or (b) exempting the pesticide 
from the necessity of a tolerance. 

“(4) The regulations proposed under clause (2) or (3) of paragraph (d) of 
this section will be effective upon publication 

“(5) Within ninety days after publication, any interested person may file 
objections specifying with particularity the changes desired in the regulation 
and stating reasonable ground therefor. Copy of the objections shall be served 
on the petitioner, if the proposed regulations were issued pursuant to a petition. 
The petitioner shall have two weeks to reply to the objections. As soon as prac- 
ticable thereafter, the Administrator shall make public his action in affirming, 
modifying, or revising the regulation objected to. Such action shall be effective 
upon publication. The Administrator shall base his order under this clause or 
under clause (2) or (3) of paragraph (d) of this section on substantial evidence 
of record, including any report or recommendation of an advisory committee, 
and shall set forth as part of the order detailed findings of fact upon which the 
order is based. 
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“(e) The Administrator may at any time upon his own initiative propose the 
issuance of a regulation establishing a tolerance for a pesticide or exempting it 
from the necessity of a tolerance. The Administrator shall publish such proposal 
in general terms and shall give any interested person thirty days after such 
publication within which to file a petition in accordance with paragraph (d) of 
this section. In the event that no such petition is filed, the proposal shall be 
published as a regulation and shall become effective upon publication. Such 
regulation shall then be subject to clause (5) of paragraph (d). 

“(f) All data submitted to the Administrator in support of a petition proposing 
the issuance of a regulation contemplated by this section shall be considered con- 
fidential by the Administrator and by an advisory committee and shall not be 
revealed to any person other than those authorized by the Administrator and by 
an advisory committee in the carrying out of their official duties under this 
section or the court under the provisions of paragraph (i) of this section. 

“(¢) Whenever the referral of a petition or proposal to an advisory com- 
mittee is requested under this section, the Administrator shall forthwith appoint 
a committee of disinterested experts to review the petition and to make a report 
and recommendations thereon. ‘The Committee shall be composed of experts, 
particularly qualified in the specific subject matter of the petition, selected by 
the Administrator, by the person filing the petition, and by the Chairman of 
the Food Protection Committee of the National Research Council, the same 
number of experts to be selected by each. The members shal] not be subject 
to any other provisions of law regarding the appointment and compensation of 
employees of the United States. Members of a committee shall receive as 
compensation for their services a reasonable per diem, which the Administrator 
shall by rules and regulations prescribe, for time actually spent in the work 
of the committee, and shall in addition be reimbursed for their necessary 
traveling and subsistence expenses while so serving away from their places 
of residence. The Administrator shal] furnish the committee with adequate 
clerical and other assistance, and shall by rules and regulations prescribe the 
procedure to be followed by the committee. 

“(h) The petitioner, if the proposed regulations were issued pursuant to a 
petition shall have the right to consult with such committee, as provided in 
subsection (g) of section 5, in connection with the petition or proposal. 

“(i) Any person filing a petition under this section or filing objections under 
clause (5) of paragraph (d) of this section who will be adversely affected by any 
order under paragraphs (d), (e), or (f) of this section may appeal from such 
order by filing in the United States District Court for the District of Columbia, 
within sixty days after the entry of the order, a petition praying that the order 
be modified, amended, or set aside in whole or in part. A copy of the petition 
shall be forthwith served upon the Administrator, or upon any officer designated 
by him for that purpose, and thereupon the Administrator shall certify and file 
in the court a transcript of the entire record including a copy of the Admin- 
istrator’s findings, conclusions and order, both proposed and final, including 
any objections, and replies filed thereto, any report or recommendations which 
may have been made by the Pesticides Advisory Committee together with copies 
of the original petition and supporting data upon which the case was heard and 
submitted to the Administrator. Such petition and transcript certified by the 
Administrator shall upon filing in the district court constitute the pleadings and 
the evidence upon which the trial shall proceed subject to the right of the court to 
allow the taking of such oral testimony which may be necessary and relevant 
to the pleadings and the evidence. Upon such filing, the court shall have exclu- 
sive jurisdiction to affirm or set aside the order complained of or to make findings 
of fact on the evidence with an order to the Administrator to modify or amend 
his order in conformity thereto, provided that the court shall consider and weigh 
the evidence before it de novo and no presumptive force or effect shall be given 
to the validity of the order complained of. 

“If application is made to the court for leave to adduce additional evidence, 
the court may order such additional evidence to be taken before the Adminis 
trator and to be adduced upon the hearing in such manner and upon such terms 
and conditions as to the court may seem proper, if such evidence is material 
and there were reasonable grounds for failure to adduce such evidence in the 
proceeding before the Administrator. The Administrator may modify his find- 
ings as to the facts by reason of the additional evidence so taken, and he shall 
file with the court such modified findings. The judgment and decree of the 
court affirming, modifying, or setting aside any such order of the Administrator 
shall be final, subject to review as provided in sections 1254 and 1291-1294 of 
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title 28. The commencement of proceedings under this section shall not, unless 
specifically ordered by the court to the contrary, operate as a stay of the 
Administrator's order. 

“(j) The Administrator may, upon the request of any person who has obtained 
an experimental permit for a pesticide under the Federal Insecticide, Fungicide, 
and Rodenticide Act (7 U. S. C. 185) or upon his own initiative, ests iblish a 
temporary tolerance for the pesticide for the uses covered by the permit when- 
ever in his judgment such action is deemed necessary to protect the public 
health or may exempt such pesticide from a tolerance. In establishing such a 
tolerance, the Administrator shall give due regard to the necessity for experi- 
mental work in developing an adequate and wholesome food supply and to the 
limited hazard to the public health involved in such work when conducted in 
accordance with applicable regulations under the Federal Insecticide, Fungicide, 
and Rodenticide Act 

“(k) (1) Regulations or proposed regulations affecting pesticides which are 
promulgated by the Administrator after the effective date of this section or 
within ninety days prior thereto under the authority of section 406 (a) and the 
procedure specified by section 701 (e) shall be deemed to be regulations under 
clause (5) of paragraph (d) of this section and shall be subject to all provi- 
sions of this section applicable thereto 

“(2) Regulations affecting pesticides which have become final before the 
effective date of this section under the authority of section 406 (a) and the 
procedure specified by section 701 (e) shall remain in full force and effect 
but shall be amended or repealed in the manner prescribed in this section and 
Shall be otherwise subject thereto 

“(1) The Secretary of Agriculture shall, upon the request of any person sub- 
mitting an application for the registration of a pesticide under the Federal In- 
secticide, Fungicide, and Rodenticide Act or upon the request of the Admin- 
istrator, certify to the Administrator whether or not the pesticide is useful for 
the purpose for which a tolerance or exemption is requested under this section. 
Such certification shall be made as soon as practicable after a request is made, 
but in no event later than thirty days thereafter 

“(m) The Administrator after due notice and opportunity for a public hearing 
is authorized to promulgate rules and regulations for the efficient administra- 
tion and enforcement of this section. Such rules and regulations shall pre 
scribe the manner in which regulations under this section may be amended 
or repealed.” 

Sec. 5. There is hereby authorized to be appropriated, out of any moneys in 
the Treasury not otherwise appropriated, such sums as may be necessary for 
the purpose and administration of this Ac t. 

Sec. 6. All provisions of this Act shall take aoneme upon enactment. 


Mr. Wotverton. I regret the delay opening the meeting this 
morning. It is due to the fact that Nir. 0’ Hara. who is chairman of 
the subcommittee, is m expectedly absent on account of illness: the 
second member, Mr. Hoffman, is likewise ill and unable to be present 
this morning; and this, together with the fact that there are two other 
committee meetings which have also been hit rather hi rd by reason of 
illness, have made a most difficult situation to contend with. 

However, we will proceed. I am informed that Dr. Miller is also 
ill and unable to be present this morning. I regret that this is the 
case. However, our colleague, Hon. Walt Horan, of Washington, 
is present and will be the first witness. 

I also understand that our colleague, Mr. Herlong, of Florida, wishes 
to testify. 

Mr. Horan. We also have our colleague, Billy Matthews. of Florida. 

Mr. Wotverton. Very well. Will you proceed, Mr. Horan? 


STATEMENT OF HON. WALT HORAN, A REPRESENTATIVE IN 
CONGRESS FROM THE STATE OF WASHINGTON 


Mr. Horan. We are all interested in this, Mr. Chairman. Since 
1910 when it was found necessary to use spray dopes for the control 
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of pests which would have rendered food unfit for interstate com- 
merce because of the effect of rodents or fungus or pesticides. 

Since 1910 we have had an act on the books which required the 
Department of Agriculture to certify the use of pesticides. That 
brought up an interesting case because when you use pesticides on any- 
thing that is to be eaten later on, you have the problem of residue and 
how much residue should you leave on something that later on is to be 
eaten. 

For that reason, the Department of Agriculture, under the act of 
1910, was required to certify whether or not a pesticide was usable. 
We have had some interesting experiences with regard to that. As 
I have testified before, after 1910 and until 1925 the residues were 
not removed from apples, for instance, from my own hometown. We 
had the interesting experience of having 2 shiploads of apples arrive 
in London in 1925, 1 from South Africa that had not been sprayed 
and 1 from the United States which had been sprayed. 

The importer from South Africa saw this shipload arriving there 
and on a falling market and he saw the apples and they were white 
with residue and so he protested. The English brought up an old 
1904 ale law which designated how much arsenate of lead could be on 
the malt used in making ale. On that basis that shipload of apples 
was confiscated. That brought that whole thing into purview here 
and we have had the whole question of residues on fruits and vege- 
tables and other commodities ever since. 

The act of 1910 was invoked and it was rather cumbersome to the 
producers of fruits and vegetables in 1940 when Hon. Clarence Can- 
non and Hon. Richard Russell introduced a bill which appropriated 
$100,000 and studies were made by the Public Health Service to deter- 
mine what the residue should be with regard to arsenate of lead, which 
is a pesticide which is not used much any more, and it was determined 
that the arbitrary residues that were then in force were completely 
constringuous on the fruit and vegetable producers. 

Then, in 1947, we passed the Pesticide Act which this amends. All 
this bill does is to recognize that we have to use pesticides in the 
production of fruits and vegetables in order to protect them from 
rodents and fungus and insects and this bill merely simplifies the 
procedure of determining what the tolerance should be. 

It does it in a very simple way. This bill avoids placing the com- 
plete responsibility over highly technical questions of science in the 
province of one agency. I “think we have competent witnesses ao 
this morning. I think if we call on Mr. Lea 8S. Hitchner of the Na- 
tional Agricultural Chemical Association, he can explain this bill 
completely because we do have a real problem here. 

Your committee has reported out a bill which will be on the floor, 
1 think it will pass, which gives the Food and Drug agents the right 
to enter warehouses and inspect, but before they do that, Mr. Chair- 
man, they should know what they are looking for and this bill here 
will simplify the whole procedure of what they are looking for. 

For that reason I think this bill is tremendously important. That 
is about all I have to say. 

I would like to hear from one of my colleagues. 

Mr. Rocers. There is no doubt but that this is in the public interest ; 
is that right? 
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Mr. Horan. That is right. 

Mr. Rogers. Does anybody oppose it 4 

Mr. Horan. Not a soul, so far as I know. 

Mr. Wotverton. We will now hear from Mr. Herlong. 


STATEMENT OF HON. A. S. HERLONG, A REPRESENTATIVE IN 
CONGRESS FROM THE STATE OF FLORIDA 


Mr. Hertonc. Mr. Chairman, as has been indicated, this is a very 
technical bill. I shall not attempt to go into the workings of it and 
just how it works, because I am not an expert on that, but we have 
with us here the director of the Florida Agricultural Experiment 
Station, Dr. Fifield, who has a prepared statement on it which I have 
read and rather than repeat something that he is going to say a little 
later, I should like to state to the committee that I am enthusiastic 
about this bill and I think it is going to be a great help to all of us 
in the agricultural producing areas. 

Mr. Wotverton. Any questions? 

Mr. Srrincer. No questions. 

Mr. Rocers. No questions. 

Mr. Wotverton. Congressman Matthews ? 


STATEMENT OF HON. D. R. MATTHEWS, A REPRESENTATIVE IN 
CONGRESS FROM THE STATE OF FLORIDA 


Mr. MaTTHEWs. Mr. Chairman, I appreciate the opportunity to 


come and cooperate in the statements of my colleagues, Mr. Horan 
and Mr. arkadel This bill H. R. 4277 is one that I am very much 
in favor of. As my nallaaeme from Florida, Mr. Herlong, has said, 
naturally it is a technical subject and I cannot explain all the pro- 


visions but I think what is important for us in Florida is the fact 
that all the leaders of our great agricultural industry are for this 
bill, for this subject that has been presented here so clearly by Mr. 
Horan from Washington. 

The Florida Citrus Commission, the Florida Agricultural Research 
Institute, our agricultural experiment station—I want to emphasize 
again, all the great leaders of agriculture in Florida, are for this 
bill, and Dr. Willard Fifield has been referred to before. He is here 
today. He is one of my const ituents from the Eighth Congressional 
District of Florida and I know he will join with others here who will 
give the technical explanation of this bill. 

I believe that is all I have to say. I want to thank you for this 
cpportunity. ; 

Mr. Sprincer. No question 

Mr. Rogers. No questions. 

Mr. Wotverron. I have been advised that statements will be pre- 
a for the record—they will be made a part of the record— 
by Mr. R. B. Heiney, assistant to the secretary of the National Canners 
Association : statement by Mr. H. W. Hamilton, secretary of the Chem- 
ical Specialties Manufacturers Association; a statement by W. M. 
Hoskins, chairman of the Pacific Branch Entomological Society of 
America: Mr. ©: W. Kitche n. ‘SEIS vice president. Fresh Fruit 
ind Vegetable Associa tion, Wa neton, D. C.: Mr. George L. MeNew, 
Boyce Thompson Instit al on ak ers, N. 7.3 Mr. Frank L. Holland, 
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manager of the Florida Agricultural Research Institute; Mr. Robert 
C. Evans, general manager of the Florida Citrus Commission; state 
ment by Ernest Falk, manager of the Northwest Horticultural Coun 
ceil, Yakima. Wash.: statement of Mr. Matt Triggs, American Farm 
Bureau Federation: and statement of the National Cotton Council of 
America, Washington, DD. C. 

I also have the report from the Department of Health, Education, 
and Welfare dated July 14, a report from the Department of Justice 
dated June 18, a report from the Department of Commerce dated 
July 15, and a report from the Department of Agriculture dated 
July 14. They willalso be made a part of the record. 

(The listed statements and reports follow :) 

NATIONAL CANNERS ASSOCIATION, 
Washington, D. C., July 10, 1953. 
Hon, JosepH P. O'HARA, 
House of Representatives, Washington, D. C. 


DraR CONGRESSMAN O'HARA: The National Canners Association is disap- 


pointed that it will be unable to have a witness appear at the hearing on July 
14 with respect to the Miller bill, H. R. 4277, dealing with pesticides and pe cide 
residues. The provisions of the bill are being studied by a special associatiol! 


committee. However, with the active canning season underway, it is very doubt 
ful that the recommendations of this special association committee can be 
formulated and an industry policy adopted during the remainder of the summer 
months. 
We respectfully request, therefore, that the record of the hearing on the 
I 


Miller bill be kept open in order that the position of the canning industry 
can be given consideration by vour subcommittee. We feel the interests of fruit 
and vegetable processors in this subject fully justify our request since the 
direct responsibility to the ultimate consumer for shipping any processed food 


which has been subject to pesticide control is on the processor 
Very truly yours, 
R. B. HEINey, 


Assistant to the Secretary 


STATEMENT BY CHEMICAT. SPECTALTIES MANUFACTURERS ASSOCTATION 
RE H. R. 4277, Jury 18, 1953 


‘he Chemical Specialties Manufacturers Association is a trade association 
composed of manufacturers of packaged insecticides, fungicides, rodenticides, 
and sanitary chemicals used for home and institutional purposes. The associa- 
tion was organized in 1914 for the purpose of furthering the aims of the Insex 
ticide Act of 1910. It has since that time advocated adequate laws and enforce- 
ment facilities in relation to these products. 

The association supports H. R. 4277 and urges that it be favorably reported by 
the committee with certain amendments. It is a well-balanced measure which 
reflects intelligent thinking. It should substantially improve the procedures in 
the existing law which it amends. 

H. R. 4277 provides for an amendment to the Federal Food, Drug, and C« 
metic Act which would prescribe a more realistic, economical, and efficient 
method for establishing tolerances for pesticides used in food production, storage, 
or transportation. It should supplement in a constructive manner the Federal 
Insecticide, Fungicide, and Rodenticide Act, the primary Federal law regulating 
pesticides. 

Under the present law, public hearings must be held before necessary toler- 
ances can be established. These hearings have been conducted in an adversary 
atmosphere with protracted delays and excessive cost to the Government and to 
the participating parties. Experience has demonstrated that they are not suit- 
able media for accomplishing their objective. Today, after 15 years of operating 
under the present law, there are no tolerances. The bill would substitute a more 
informal rule-making proceeding for this cumbersome, unfruitful process. 

The bill prescribes specific time limits for administrative action in establishing 
tolerances. This should serve to remedy the long periods of delay and inaction 
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which characterize the present procedure. The establishment of prompt and 
fair tolerances promotes the interests of the growers and consumers of our farm 
production. 

The bill places authority for determining whether a pesticide is useful for the 
purpose for which a tolerance is sought in the Department of Agriculture. This 
accomplishes two desirable purposes. First, it eliminates the necessity for 
affirmatively proving at a public hearing that a pesticide is required in food pro- 
duction, The advances in farm production and disease prevention within the 
last decade is an adequate testament that pesticides are necessary. Second, it 
places the jurisdiction over such questions in the governmental department 
which is most familiar with the problems involved. 

One of the more significant features of the bill which is not present in existing 
law is the provision made for the appointment of advisory committees to advise 
the Department of Health, Education, and Welfare on matters relating to pro- 
posed tolerances. These independent advisory committees should be an integral 
element in the process of determining sound, practicable tolerances. This feature 
of the bill is a commendable one which accords with the recommendations of 
many thoughtful persons who have given attention to the problem. 

Our overall conclusion is that the enactment of H. R. 4277 would enable the 
establishment of tolerances with greater objectivity, economy, and efficiency than 
is possible under existing law. This should serve to restore the confidence of the 
public in the adequacy of laws regulating the use of pesticides on food which has 
been unnecessarily impaired in recent years by the uninformed criticisms directed 
against present legislation. H. R. 4277 should provide for an even greater pro- 
tection of the consumer without unduly hindering the research and development 
of new products to meet the challenge of an expanded need for an adequate and 
wholesome food supply. 

H. R. 4277 does contain a few provisions and clauses which in our opinion 
could and should be perfected without affecting the substance of the bill. Most 
of these relate to technical points which we feel sure will be brought to the 
attention of the committee at the hearings. Two of the more important amend- 
ments indicated are as follows: 

(1) Section 2 of the bill (p. 1, lines 8 through 11; p. 2, lines 1 and 2) defines 
the term “pesticides” for the purpose of the application of the bill. We suggest 
that the term ‘pesticide chemical” would be a more accurate and appropriate 
term to use. The term “pesticides” has a rather settled meaning which may be 
confusing. It is often understood to refer to a finished formulated pesticide 
whereas tolerances under the bill would be established with reference to the 
ingredients of such formulations. This change in the definition section of the 
bill would necessitate corresponding changes wherever the word “pesticide” 
appears. 

(2) Section 4 (p. 11, lines 3 through 11) provides for the procedure followed 
by the Secretary of Agriculture in making a certification to the Secretary of 
Health, Education, and Welfare that a pesticide is useful. There is no proce 
dure specified which would apply in the event that the Secretary of Agriculture 
determined not to make a certification in whole or in part as requested. We 
suggest that this contingency should be covered by a provision for a hearing on a 
record in the event that the Secretary proposes to issue an adverse certifica- 
tion. This would seem to be necessary in view of the importance of the certifi- 
cation proceeding in the tolerance-setting process, 

Respectfully submitted. 

H. W. HamItton, Secretary. 





REPORT OF THE COMMITTEE ON RESOLUTION 5 OF THE 1950 MEETINGS, PACIFIC 
BRANCH, ENTOMOLOGICAL SocreTy OF AMERICA 


Whereas the rapid finding of chemicals which have useful properties in pro- 
tection of animals and plants shows no sign of lessening ; and 

Whereas it is generally agreed that new pesticide chemicals should not come 
into general use until restrictions on the amounts remaining on foodstuffs have 
been established; and 

Whereas the expensive and time-consuming procedure of showing necessity 
for use by public hearing cannot be used with sufficient frequency ; and 

Whereas 3 years after a long and expensive hearing, no tolerances have been 
announced: Be it 

Resolved, That the Pacific branch of the Entomological Society of America in 
business session on this 25th of June 1953, urges upon all appropriate agencies 
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and authorities that this unsatisfactory condition be improved as speedily as 
possible by the adoption of laws or regulations which will provide for any in- 
terested party to petition for the establishment of a tolerance for a pesticide 
chemical, for the Secretary of Agriculture to certify regarding its usefulness 
for the specified purpose, for the securing of impartial advice from experts in 
the subject matter, and for the prompt issuance of a tolerance, with the right 
of any interested party to file objections and to have recourse to the established 
courts. 

C. C. CASSILL. 

L. CHILDs. 

Db. W. DEAN. 

F. A. GUNTHER. 

A. B. Lemon. 

W. M. Hoskins, Chairman. 





UNITED FRESH FRUIT & VEGETABLE ASSOCIATION, 
Washington 5, D. C., July 6, 1953. 
Hon. CHARLES A. WOLVERTON, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, 
Washington, D. C. 

Dear Mr. Wolverton: H. R. 4277, introduced by Representative Miller, of 
Nebraska, on March 26, 1953, would amend the Federal Food, Drug, and Cos- 
metic Act in respect to pesticides. We believe it contains features which are 
desirable from the standpoint of fruit and vegetable growers who must use 
chemicals to control insects and plant diseases, and, to a lesser extent, to kill 
weeds. 

Pesticides are used by fruit and vegetable growers as a matter of necessity, 
not choice. Without these chemicals, adequate supplies of fruits and vege- 
tables could not be produced. This situation differs from that in which 
chemicals are added to food to preserve it or enhance its flavor, and is very 
different from any situation in the cosmetics field. Therefore, we believe the 
proposal to treat pesticides in a separate statute is sound and practical. 

While the use of pesticides is absolutely necessary, it is no less essential 
that the public health be adequately safeguarded. In this respect we believe the 
bill is a step forward. Under its provisions, no new pesticide may be used 
before it has been proved safe. Any person applying under existing law to 
register a pesticide with the United States Department of Agriculture, may 
file with the Secretary of Health, Education, and Welfare a petition asking 
for a regulation to establish a tolerance for the chemical. Certain necessary 
information must be furnished by the claimant. Within 90 days, the Secre- 
tary of Health, Education, and Welfare would be required to establish the 
tolerance, exempt the product from tolerance, or refer the matter to an advisory 
committee. The advisory committee shall be composed of experts, “particu- 
larly qualified in the specific subject matter of the petition.” It is made up 
of an equal number selected by the Secretary, by the petitioner, and by the 
chairman of the food protection committee of the National Research Council 
Specific time limits for their action are prescribed. We believe this proposed 
system provides for a competent appraisal of the toxicity of any pesticide, and 
that it should adequately protect the public health. 

There is, moreover, a further provision for a method of court review whereby, 
if necessary, the findings of the Department of Health, Education, and Welfare 
in connection with a tolerance can be judicially evaluated. This seems fair 
and equitable. 

The question as to whether the use of a pesticide is necessary is settled by 
the requirement that this fact be certified by the Secretary of Agriculture. 
Such certification would be done by him under the established procedure of the 
Federal Insecticide, Fungicide, and Rodenticide Act at the time the proponent 
of the chemical files an application for its registration under that law. 

As you know, this organization is a national trade association, with head- 
quarters in Washington, D. C. It has approximately 3,000 members who reside 
in all the States and who are engaged in growing, packing, shipping, and 
distributing all fresh fruits and vegetables. 
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For the reasons enumerated herein, we recommend the enactment of H. R. 
4217, and shall appreciate the inclusion of this letter as a part of your com- 
mittee’s record thereon. 

Sincerely, 
C. W. IKKITCHEN, 
Erecutive Vice President. 


MEMORANDUM ON HoUSE RESOLUTION 4277, PERTAINING TO THE REGULATION OF 
PESTICIDAL CHEMICALS IN Foopsturrs, By GrorGE L. MCNEw, Boyce THOMPSON 


> 


INSTITUTE FOR PLANT RESEARCH, INc., YONKERS 3, N. Y., JULY 8, 1953 


House Resolution 4277, introduced to the 88d Congress by the Honorable Mr. 
Miller on March 26, 1953, is a logical solution to the public need for new laws regu- 
lating the introduction and use of new pesticides. Its logic is so overwhelming 
that it deserves the support of the general public, the agriculturists, and members 
of the chemical industry 

Its first asset is that it distinctly differentiates between the intentional additives 


which are added to foods in prescribed quantities to change their physical, nutri- 
tional, processing, or storage properties, and the incidental additives, such as 
pesticides, that oecur fortuitously as a result of indispensable treatments in pro- 


ducing the crop 

The intentional additives are used under such conditions that their maximum 
amount can be prescribed much as for a pharmaceutical or therapeutic chemical. 
If they serve no substantial function they can be omitted. Many of them are rela- 
tively inert to biological systems and can be used safely in relatively high con- 
centrations. The pesticides, on the other hand, are selected primarily because 
of their biological activities and must be considered potentially poisonous to 
warm-blooded animals until proved otherwise. The hazard from their use on 
food crops and animal life, however, can be reduced to negligible proportions by 
exercising proper precautions. The primary factor in protecting health rests in 
education of those who apply the materials. If those who use these materials 
apply them in the proper concentration at the appropriate time and in suitable 
formulations, very little residue, if any, will remain on the finished food product. 
The establishment of reasonable tolerances and enforcement of the same as pre- 
scribed in H. R. 4277 is the logical answer to safe use of pesticides. 

The second attribute of H. R. 4277 is that it assigns essential functions to the 
appropriate Government agencies. The potential usefulness of a material is to 
be accertained by the United States Department of Agriculture, which has the 
qualified experts to pass upon the value of a material before it is registered. The 
responsibilities for establishing tolerances and policing them reside with the Food 
and Drug Administration. Although the writer believes that establishment of 
tolerances might be better assigned to the Public Health Service, and thereby 
leave the Food and Drug Administration free to spend all its time enforcing 
tolerances, the proposed arrangement is not without its merits. The FDA is 
competent and can handle both the establishment and enforcement of tolerances. 

The third commendable and essential attribute is that the petitioning company 
is to submit toxicological data when requesting registration and a precise proce- 
dure for evaluating toxicity and establishing tolerances is established. One of the 
great handicaps imposed on agriculture and industry under the existing regula- 
tions is that procedures were not clearly defined and were conducive to protracted 
delay in establishing tolerances. The proposed law establishes machinery for 
assuring toxicity tests before the material is used commercially. 

The fourth, and to me a very essential, feature of the bill is that it provides for 
provisional tolerances while materials are under limited registration for field 
evaluation. Many agricultural scientists in State and Federal institutions have 
been seriously concerned that legislation might be so restrictive that it would 
seriously handicap research and field evaluation. If all toxicological tests had 
to be completed before the materials were submitted to large-scale testing under 
practical conditions, industry would have been discouraged from initiating re- 
search programs. Too many materials fail at this stage of development to justify 
prolonged feeding tests before tests on effectiveness are begun. This would have 
been a most unfortunate development, since there still is great need for new, 
better, and more diversified pesticides in spite of all the progress made in the 
past 15 years. 

Finally, H. R. 4277 provides a relatively simple and direct procedure for han- 
dling grievances between petitioners and Government agencies according to long- 
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established procedures. The courts are to serve judiciously without bias from 
previous administrative decisions. This permits recourse to the courts, with its 
legal binding effect, which should be more satisfactory than the informal liaison 
understandings so often used in recent years. 

The only feature of the bill that obviously may offer future difficulty is the pro- 
posed committee of disinterested experts to be appointed by the Administrator 
(sec. 407 (g), on p. 7, lines 1 to 22). Such an advisory committee can serve many 
useful functions and help interpret debatable data for petitioners and enforcing 
agencies, and thereby avoid recourse to the courts later on. However, the appoint- 
ment of such special committees presents a definite problem. The food protec- 
tion Committee of the National Research Council has no continuing program and 
may be terminated on a year’s notice. The committee may very well feel that it 
should not participate in quasi-judicial affairs, since it has announced its inten- 
tion to remain as aloof as possible from direct controversies on chemical additives 
in foods. It might be more appropriate, if this section is to be retained, to have 
nominees to the committee to be named by the National Research Council itself, 
since this is an established perpetuating body. The council could refer such re- 
quests to its food protection committee if it saw fit. If the food protection com- 
mittee was no longer in operation, direct nominations could be made from the 
council or the chairman of either its food and nutrition board or the agricultural 
board. 

The proposed legislation appears to provide definite protection to the public 
without unnecessarily penalizing initiative, inventiveness, and commercial devel- 
opment. We see no reason why it should not operate smoothly, provided proper 
liaison is maintained between the agencies responsible for registering new mate- 
rial and those responsible for establishing and enforcing tolerances. 


FLORIDA AGRICULTURAL RESEARCH INSTITUTE, 
Winter Haven, Fla,, July 11, 1953. 
Re H. R. 4277—New Miller bill 
Hon. CHARLES WOLVERTON, 
Chairman, House Interstate and Foreign Commerce Committee, 
House of Representatives, Washington, D. C 


Dear Mr. WoLverton: We understand that hearings are scheduled by your 


y 


July 14, 1953, at 10 a. m. Since we 


committee on the above-mentioned bill for ; 
are unable to attend, we wish to present the following statement in support 
of the bill: 

We believe it is sound in dealing with pesticides per se as separate from 
chemicals in cosmetics and as additives. We believe that it will provide means 
for clarifying and definitizing status quo of all concerned and their products. 
We believe that it tends to more clearly specify the duties and responsibilities 
of the two major United States offices haying to do with the general subject, 
as per the bill; each in its respective fields, and with practical liaison and 
coordination between them, that much good should result. We believe that 
this good should come to the public as a whole whether as taxpayers; con- 
sumers or producers of agricultural items; or whether as users or manuface- 
turers of pesticides. We feel that the provision for setting up impartial panels 
of qualified persons is a desirable approach to any questions or differences that 
might arise from time to time. 

As to economic importance of agricultural crops produced in Florida in con- 
nection with which pesticides are of primary importance: reports of 
the Florida State Marketing Bureau show total annual value of approximately 
$600 million. While practically all depend on pesticides to some extent, it is 
significant that horticultural crops represent approximately two-thirds of the 
total value of agricultural crops produced in Florida; and the use of pesticides 
is of primary importance to the production of these horticultural crops. 

We understand that Director Willard Fifield, of the Florida agricultural 
experiment stations, expects to attend your committee hearings and appear 
as a witness. We have great confidence in Director Fifield’s knowledge of the 
subject and his ability to speak for Florida agricultural interests, including 
research and other public agencies; manufacturers and users of pesticides. 

Our statement is made in behalf of both cooperative and commercial manu- 
facturers of pesticides that are members of this organization. 

Respectfully, 








FRANK L. HoLianp, Manager 
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Fioripa CiTrus COMMISSION, 
STATE oF FLORIDA, 
Lakeland, July 8, 1958. 
Hon. CHARLES WOLVERTON, 


Chairman, House Committee on Interstate and Foreign Commerce, 
Washington, D. C. 


Dear Sir: The Florida Citrus Commission respectfully requests that the fol- 
lowing statement be placed in the record of your committee hearing on H. R. 
4277, also known as the new Miller bill: 

“The Florida Citrus Commission is an agency of the State of Florida and as 
such represents all portions of the citrus industry in Florida. This industry 
produced over 111 million boxes of oranges, grapefruit, and tangerines during 
the past season, about 68 percent of total United States production. 

“The Florida Citrus Commission favors in principle H. R. 4277, and has publicly 
adopted the following resolution: 

“*Be it resolved by the Florida Citrus Commission in open meeting held on 
June 3, 1953, That it go on record as approving in principle the purposes and 
contents of H. R. 4277, popularly called the new Miller bill, and its companion 
bill S. 1542 introduced in the Senate by Senator Aiken; and it is further 

“ ‘Resolved, That the Secretary be instructed to prepare a proper form of this 
resolution and transmit copies of same to the Florida congressional delegates, 
to Representative Miller and to Senator Aiken.’” 

Respectfully yours, 
Rosert C. Evans, 
General Manager. 


STATEMENT OF ERNEST FALK ON H. R. 4277, MILLER BILL, GOVERNING PESTICIDE 
CHEMICALS, JULY 10, 1953 


I am the manager of the Northwest Horticultural Council, with offices at 704 
Larson Building, Yakima, Wash. ‘The council is composed of the following 
organizations of fruitgrowers and shippers in Washington and Oregon: 

Washington State Apple Commission 
Winter Pear Control Committee 
Wenatchee Valley Traffic Association 
Yakima Valley Traffic Association. 
Hood River Traffic Association 

Rogue River Valley Traffic Association 

The Washington State Apple Commission represents all commercial apple 
growers in the State of Washington. The Winter Pear Control Committee repre- 
sents all commercial winter pear growers in the States of Washington and 
Oregon. The four Traffic Associations are composed of growers, packers, mar- 
keters, and shippers of deciduous fruits in their respective districts. Thus, the 
council represents the growers of practically 100 percent of the apples and in 
excess of 90 percent of other deciduous fruits grown commercially in the 2 
States. There are more than 9,000 growers in the area. 

These growers annually produce in excess of 25 million boxes of apples and 
414 million boxes of winter pears. Annual production of Bartlett pears ranges 
from 150,000 to 200,000 tons which are utilized both for fresh consumption and 
for canning; this is equal to approximately 714 million boxes. Our growers also 
annually produce several million boxes of cherries, apricots, prunes, and peaches 
which are sold for both fresh consumption and for canning. 

Without efficient pesticides, the industry could not survive. Therefore, the 
Miller bill and its reasonable enforcement is vital to our fruitgrowers. 

The fruitgrowers in the Northwest recognize the necessity for rules and regu- 
lations which prohibit the unrestricted use of any and all pesticides. Of 
necessity, the public health must be protected. Regulations and tolerances must 
be intelligently prescribed and administered to protect the public health without 
unnecessary hardship on the fruitgrowers. 

In the past, officials of Food and Drug Administration have established toler- 
ances which were neither reasonable nor practicable and under which the indus- 
try could not live. Tolerances were fixed far below any possible danger point, 
thereby inflicting an unnecessarily severe and impossible burden on fruitgrowers. 
For example, the tolerance for fluorine was originally fixed at 0.01 grain per 
pound and was ultimately increased to 0.05 grain per pound, without the slight- 
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est danger to the health of the consuming public. A similar situation existed 
with respect to arsenate of lead where a tolerance was originally fixed at 0.025 
grain per pound and was ultimately increased to 0.05 grain per pound. 

Growers of fruit, eating unwashed apples, ingested more than 20 times the 
amount originally fixed in the tolerance without any ill effects whatsoever. 
This was established by the United States Public Health Service when it made 
a comprehensive study of the effect of arsenate of lead, as reported in Public 
Health Bulletin No. 267. 

The tolerances originally fixed were so low that it was impossible for the 
growers of fruit to apply the sprays necessary to control pests without damage 
to the fruit in the washing process. With this past experience, fruitgrowers are 
vitally concerned that a procedure be established under which reasonable toler- 
ances may be fixed which will protect the public health and, at the same time, 
permit the grower to protect his crop. 

The balance which must be arrived at between protecting public health and 
the necessity for pesticides is recognized in section 408 (b) wherein the Secre- 
tary is directed to give appropriate consideration to the necessity for the produc- 
tion of an adequate and wholesome food supply. We hope that the members of 
this committee in their report and in discussions on the floor will make it per- 
fectly clear to the Department of Health, Education, and Welfare, who is to fix 
the tolerances, and to the enforcement branch, that such tolerances must be 
intelligently and not arbitrarily established. 

While generally supporting the Miller bill (H. R. 4277), we wish to make two 
major points and also to submit several minor suggestions. The two major 
points are as follows: 

1. Section 408 (i) provides for an appeal to the United States District Court 
for the District of Columbia. We believe that the provisions of section 701 (f) 
of the Federal Food, Drug, and Cosmetic Act, which authorize an appeal to the 
circuit court of appeals for the circuit wherein the person objecting resides or 
has his principal place of business is much more equitable. To force the fruit 
industry of Washington and Oregon to bring a case before the District Court for 
the District of Columbia would place an unnecessarily heavy burden on the indus- 
try. We, therefore, recommend that section 408 (i) be changed so that the manu- 
facturer or user of pesticides will have the same right of appeal to the circuit 
court of appeals in his circuit as is granted to other persons under the Federal 
Food, Drug, and Cosmetic Act or to appeal to the United States district court in 
the district where he resides. 

2. We are uncertain as to the interpretation of ‘disinterested experts” in sec- 
tion 408 (¢g). We have heard that it is the purpose of this language to exclude 
from the Advisory Committee personnel of Pure Food and Drug Administration 
who would enforce the tolerances as established. We believe that it is highly 
desirable that the power to regulate and the power to enforce should be separate 
Personnel of Food and Drug Administration, who enforce the regulations, are 
interested and should be disqualified from serving on the committee of “disin 
terested experts.” This should be expressed in the legislative history to avoid 
possible confusion. 

We also suggest for consideration by the committee the following minor points 
which we believe would clarify and strengthen the bill: 

3. We suggest that subsection (c) be rewritten as follows: 

“(c) The Secretary shall promulgate regulations exempting any pesticide 
chemical from the necessity of a tolerance under paragraph (b) of this section 
when [such a tolerance is] restrictions on the use of such pesticide chemical are 
not necessary to protect the public health. Such regulation shall be promulgated 
in the manner prescribed in paragraphs (d) or (e) of this section.” [Italicized 
words added; material in brackets to be omitted. } 

This is merely a change in wording to more clearly express the reason for the 
exemption. 

4. Subsection (d) (5) establishes a procedure under which any interested 
person may file objections after a determination by the Secretary. We ask the 
committee to consider whether this section would be strengthened by either au- 
thorizing the taking of additional testimony, if permitted by the Secretary, or 
giving the objector the right to present additional testimony. We suggest that, 
following the words “advisory committee,” in the next to the last line, there be 
inserted “and on evidence taken at a supplemental hearing, if one is ordered by 
the Secretary.” 


88695—53——2 
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We also suggest that the Congress consider whether this section would be 
strengthened by authorizing, but not requiring, the Secretary to resubmit the 
matter to the advisory committee if he feels the arguments advanced by the per- 
son objecting justify such procedure. Presumably, the Secretary would have 
authority to do this, and it would be difficult for anyone to object to his following 
such a procedure, but such authority is not specifically spelled out. 

5. We suggest that the first sentence of subsection (e) be rewritten as follows: 

“(e) The Secretary may at any time upon his own initiative propose the issu- 
ance of a regulation establishing a tolerance or a revised tolerance for a pesticide 
chemical, [or] exempting it from the necessity of a tolerance or modifying a 
tolerance.” [Italicized words added: word in brackets to be omitted. ] 

This suggestion again is merely one of clarification. While the authority to 
modify tolerances or to establish a revised tolerance is probably implicit in the 
authority to establish a tolerance, the express statement of such authority might 
be beneficial. 

We sincerely urge that the bill as proposed be revised as covered in points 
1 and 2 above by authorizing a court review in the jurisdiction where the inter- 
ested person resides and specifying that the Food and Drug Administration, who 
would administer the law, are not “disinterested experts” eligible for membership 
on the advisory committee. 

With these foregoing modifications and clarifications, we recommend that H. R. 
4277 be favorably reported by the committee and enacted into law. 

Respectfully submitted. 

NORTHWEST HORTICULTURAL COUNCIL, 
ERNEST Fak, Manager. 


STATEMENT OF THE AMERICAN FARM BUREAU FEDERATION TO HOUSE INTERSTATE 
AND FOREIGN COMMERCE COMMITTEE ON PROPOSED PESTICIDE CHEMICAL LEGIS- 
LATION, H. R. 4277 


We appreciate the opportunity to present our views on the proposed pesticide 
chemical legislation. As an organization representing a million and a half farm 
families in 47 States and Puerto Rico, the American Farm Bureau Federation is 
vitally interested in this legislation because of our desire to maintain practical 
pesticide control without jeopardy to the necessary food supply and the public 
health and welfare. 

The maintenance of public confidence in the quality of food products and a 
continued supply of high-quality food is essential. It is also important to recog- 
nize the necessity for continued use of pesticide chemicals in agricultural produc- 
tion to insure adequate supplies of these high-quality foods. The application of 
pesticide chemicals is essential to the economical production of agricultural com- 

odities, particularly in the fruit and vegetable industry. One of the important 
factors of cost of production is the cost of the pesticide chemicals and their 
application. Producers do not incur the tremendous cost of these chemicals as 
a matter of choice, but as a matter of necessity. Unless pesticide chemicals are 
applied effectively, the producer will lose much or all of his crop before harvest 
or quality will be drastically impaired. To the extent that adequate production 
of quality foods may be interfered with by impractical regulations relating to the 
use of pesticide chemicals, the public or consumer interest will be adversely 
affected. 

Successful pest and disease control is a necessity from the standpoint of the 
producer. The establishment of proper tolerances is essential, but it must be 
done with full recognition of the practical problems of growing and preparation 
for market, as well as the need to protect the health of consumers. 

In March 1958 the five commodity advisory committees of the AF BF consid- 
ered the pesticide problem and developed recommendations which were approved 
by the AFBF board on April 2, 1953. Each of these five advisory committees, 
livestock, poultry, field crops, dairy, and fruit and vegetable, include representa- 
tives from the different areas in the country. 

In approving the report of these commodity advisory committees, the AFB? 
Board recommended that there be no change in the Federal Insecticide, Fung: 
cide, and Rodenticide Act of 1947. This act provides for the registration of 
pesticides by the United States Department of Agriculture tegistration of a 
pesticide depends upon a showing that the product is safe and efficacious 
for the purpose for which it is to be sold with the burden of proof resting upon 
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the manufacturers. This present registration program has proved satisfactory 
in its operation as far as pesticides are concerned We recommend, therefore, 
that there be no change in the Federal Insecticide, Fungicide, and Rodenticide 
Act. 

In addition, we recommend that the Federal Food, Drug, and Cosmetic Act 
be amended relative to the establishment of a residue tolerance for a pesticide 
chemical on food in accordance with the following objectives: 


1. Permit the filing of a petition with the Secretary of Health, Education, and 


Welfare proposing the issuance of a regulation establishing a tolerance for the 
pesticide chemical or exempting the pesticide chemical from tolerance require 
ments. Such a petition should contain data concerning the pesticide chemical's 
identity, application, toxicity, and residue 


2. Require the Secretary to make public within a reasonable length of time a 


regulation establishing a tolerance, or exempting the pesticide chemical from 
tolerance requirements 

3. Provide that within this period the Secretary or person filing the petition 
may request that the petition be referred to an advisory committee for study and 
recommendations, and that the Secretary, after consulting the committee recom 
mendations, shall then publish a regulation concerning the pesticide chemical 

4. Allow recourse to the courts in case of appeal from any final regulation 
thus established 

5. Provide for the establishment of temporary tolerances on the products on 
which an experimental permit is used 

We believe that H. R. 4 
the earliest possible time 

One of our reasons for supporting H. R. 4277 is that the proposed legisla 
recognizes the problems involved in the use of pesticide chemicals on f 
very diflerent from those involved in the use of intentional chemical additives 
Other legislative proposals did not recognize this difference and grouped both 





277 fulfills these objectives and urge its enactment at 


od are 


pesticide chemicals and food additives into one category. Regulation of the 
use of pesticide chemicals on foods, which in most cases is a necessity, requires 
a different approach than chemical additives intentionally used as substitute 
ingredients or for other reasons in foods. H. R. 4277 recognizes this basic dif 


ference in providing for a separate ion in the Federal Food, Drug, and 
Cosmetic Act relating specifically to pesticide chemicals 

The establishment of a definite tolerance-setting procedure that provides for 
either the prompt establishment of a tolerance or exemption from tolerance is a 
very important provision of the bill. This improved procedure is a very necessa 
and beneficial change as it provides specific time limits for administrative 
action. Long and costly public hearings such as those held in 1950 to gather 
information on spray residues would be avoided. The need for such improve 
ment is made evident by the failure of the Food and Drug Administration to 
publish residue tolerances after holding extensive hearings in 1950. In order 
to avoid such future delays, it is imperative that a definite tolerance-setting 











procedure be established 


We believe the referral, if necessary, of the tolerance petition to an advisory 





committee composed of particularly qualified experts is very essential Under 
H. R 277 an equal ! iber of committee members would be selected by the 
Secretary of Health, Education, and Welfare, the petitioner and the Chairman 
of the Food Protection Committee of the National Research ¢ ncil In vie 

of the responsibility of the Se retary o Agriculture in registering the pest cide 


f 

chemical we believe it would be desirable to include equal representation from 
USDA on the advisory committee 

The use of such an advisory committee provides the opportunity for a proposed 
tolerance to be thoroughly discussed by experts who are specialists on the 
particular problem before it is issued or rejected. This should greatly reduce 
the number of cases appealed. In addition, it would avoid giving complete re- 
sponsibility to any one Government agency on highly technical questions con 
cerning the establishment of a tolerance 

The provision allowing recourse to the courts in case of appeal from any 
final tolerance established is necessary, we feel. It is essential that interested 
parties be provided the opportunity to appeal their case to the proper legal 
authority with the right that all the information and evidence be considered 
by the court. 

The proposed legislation also provides for the orderly integration of residue 
tolerances which may be issued as a result of the 1950 hearings In addition 
it provides for the establishment of temporary tolerances on the product on which 
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an experimental permit is issued, which while both protecting and encou raging 
research, is essential in the development of the new pesticide chemicals. 

For the above reasons the American Farm Bureau recommends that the 
Federal Food, Drug, and Cosmetic Act be amended relative to pesticide chemi- 
“als through the enactment of H. R. 4277. The passage of this legislation will 
provide the protection from pesticide chemicals necessary for the public health 
and welfare. At the same time it recognizes the practical problems of agricul- 
tural producers through the establishment of proper residue tolerances. 
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MERCE RELATIVE TO H. R. 4277 


My name is Charlie W. Jones. I represent the National Cotton Council of 
America. Our Washington office is located at 18382 H Street NW. The cotton 
council is the industrywide organization representing all segments of the cotton 
industry. We appreciate the opportunity to submit a statement presenting our 
views on H. R. 4277, which amends the Food, Drug, and Cosmetic Act and pro- 
poses procedures for setting tolerances for pesticides. 

The cotton industry is extremely interested in the unrestricted development 
and widest possible use of more effective pesticides for increasing the efficiency 
of agricultural production and especially for use on cotton. The efficient pro- 
duction of cotton is becoming more dependent on use of insecticides, fungicides, 
herbicides, defoliants, and other agricultural chemicals. We would like to il- 
lustrate the growing importance of pesticides to cotton by using insecticides as an 
example. 

Use of insecticides in the control of cotton pests has increased from an esti- 
mated 85 million pounds field strength in 1948 to approximately 500 million pounds 
in 1952. This represents 50 to 60 percent of the total consumption of insecti- 
cides in the United States. This tremendous increase in acceptability of insecti- 
cides has been due primarily to an effective educational program as well as an 
aggressive research program initiated by the United States Department of Agri- 
culture and the chemical industry. Despite this development of new and im- 
proved insecticides and the adoption of an insect-control program by a majority 
of farmers in the Cotton Belt, insects continue to take a tremendous toll each 
year. Although 1952 was considered a relatively light year for infestation, 
insects destroyed almost 1.5 million bales of cotton and almost 600,000 tons of 
cottonseed. At prevailing prices, this loss amounted to about $300 million. In 
terms of percent reduction from full yield, this amounted to a loss of 6.9 percent 
in 1952 and compares with a staggering loss of 26.9 percent in 1950. Such losses 
from full yield add materially to the cost of production and eats heavily into 
profits of the farmers, and in final analysis adversely affects cotton’s competitive 
position. They also emphasize the extreme importance of basic legislation which 
will encourage orderly research for developing new and improved insecticides. 
Without the protection afforded by pesticides, farmers would suffer almost com- 
plete crop failure in many years. 

However, we cannot, and do not, overlook the need for safe use of pesticides 
and the protection of the consuming public. In the case of cotton, most pesti- 
cides are applied before the fiber and seed are exposed and there is virtually 
no hazard involved. However, the fact remains that pesticides used on cotton 
are bound by the same laws as those used for all crops. Therefore, legislation 
affecting pesticides has a direct bearing on the cotton industry. 

Research and development of new pesticides is a costly and lengthy opera- 
tion financed in large part by the pesticide industry. The very least considera- 
tion that can be given to the manufacturer is to permit the marketing of his 
product provided it will perform the services claimed and provided further 
that the farm products which receive applications of the pesticides are safe 
When consumed by the public. In past years legislation has been proposed 
which, in our opinion, would restrict the incentive of the manufacturers to 
conduct research on new pesticides. These proposals failed to include reason- 
able assurance that a manufacturer could sell the pesticides after spending 
considerable money in developmental and testing work. 

The basic issue of this problem seems to hinge on establishment of a safe 
tolerance for pesticidal residue. The cotton farmer is primarily interested in 
four criteria in legislation of this type. First, that the pesticide which he buys 
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will do an effective job of control; second, that proposed legislation will not 
resirict the needed research for developing new pesticides; third, that pro- 
posed legislation would not set forth unnecessary requirements which would 
have the effect of increasing cost of pesticides; and fourth, that the crop re- 
ceiving applications of pesticides will be safe and acceptable to the consuming 
public. 

We are firmly convinced that H. R. 4277 is a move in the right direction and 
when this committee considers the bill, we urge that the following points be 
given special attention: 

(1) The Insecticide, Fungicide, and Rodenticide Act, which requires that 
all pesticides be registered and properly labeled and tested, be unchanged and 
that the Secretary of Agriculture continue to have responsibility for admin- 
istration of this law. 

(2) A separate section be added to Food, Drug, and Cosmetic Act which 
treats pesticides entirely separately from chemical additives used directly in 
the food supply. 

(3) A simplified procedure be provided for setting tolerances for pesticidal 
residue within a reasonable time. 

(4) A provision be included for an impartial review by an advisory commit- 
tee in event of disputes and for adequate court review 

(5) Establishment of temporary tolerance for pesticides which are to be used 
on experimental basis. 

While we are not suggesting detailed changes in the bill, we feel that the 
basic principles of H. R. 4277 are sound and desirable and we urge the con 
mittee to make every effort to maintain these basic principles in any legislation 
approved. 


DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE, 
July 14, 1953. 
Hon. CHARLES A. WOLVERTON, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington 25, D. C. 

DearR Mr. CHAIRMAN: This letter is in response to your request for a report 
on H. R. 4277, a bill to enact a pesticides-residue amendment to the Federal 
Food, Drug, and Cosmetic Act. 

This bill would make inapplicable to poisonous or deleterious pesticides the 
present provisions of the Federal Food, Drug, and Cosmetic Act governing 
the presence of added poisonous or deleterious substances in or on food. Instead, 
the bill would enact special substantive and procedural provisions for the 
establishment of tolerances, or for an exemption from the necessity of a 
tolerance, for such pesticides. 

The present provisions of the Food, Drug, and Cosmetic Act, insofar as they 
relate to pesticides, may be summarized as follows: Any poisonous or deleterious 
substance added to a food—i. e., not naturally present therein—is deemed to 
be unsafe and the food is deemed adulterated unless such substance “is required 
in the production thereof or cannot be avoided by good manufacturing prac- 
tice.” If the substance is so required or cannot be so avoided, the Secretary 
of Health, Education, and Welfare is directed to promulgate, after appropriate 
public notice and full public hearings, tolerance regulations limiting the quan- 
tity of such substance permitted in or on such food to the extent found neces- 
sary for the protection of the public health, taking into account the extent to 
which the use of such substance is required or cannot be avoided in the pro- 
duction of the article and “the other ways in which the consumer may be af- 
fected by the same or other poisonous or deleterious substances.” Such regu- 
lations are subject to judicial review in a United States court of appeals, where 
the administrative findings are binding if supported by substantial evidence in 
the record considered as a whole. 

Supplanting these provisions so far as pesticides are concerned, the bill pro- 
vides for the issuance of regulations establishing tolerances or exemptions for 
pesticides, either upon petition therefor filed by a person who has also applied 
to the Secretary of Agriculture for registration of the pesticide under the Federal 
Insecticide, Fungicide, and Rodenticide Act, or upon our own initiative. Upon 
such a petition, the establishment of a tolerance or exemption regulation would 
apparently be mandatory, provided that the Secretary of Agriculture has certi- 
fied to the usefulness of the pesticide for the purpose for which the tolerance 
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or exemption is sought. The administrative procedure outlined in the bill is 
ate and would consist of two stages—the first stage terminating in a 
tolerance or exemption regulation effective upon publication (with a possible 
intermediate pnase of referral to an advisory committee), the second stage 
involving consideration of and action upon objections filed by any interested 
persons seeking modification of such regulation—each stage probably subject 
to the plenary-hearing provisions of the Administrative Procedure Act and 
each subject to de novo judicial review. The procedure for amending or re 
pealing such tolerance or exemption regulations would be fixed by procedural 
reguiations established after hearing femporary tolerances, or exemptions, 
could be inted for pesticides covered by experimental permits under the 
Insecticide, Fungicide, and Rodenticide Act. The bill also contains transitional 
provisions. 

The subject of chemicals added to food was extensively studied during the 
8ist and 82d Congresses by the House Select Committee To Investigate the 
Use of Chemicals in Food and Cosmetics (Delaney committee). Insofar as 
pesticides are concerned, the present bill is presumabiy intended to reduce, 
though not in the way recommended by the Delaney committee, the dangers to 
consumer health arising from the use of these chemicals (see H. Rept. No. 
82d Cong.) However, in our judgment the bill in its present form is not properly 
designed to meet the need, found by the Delaney committee, of protecting the 
health of consumers of food from the use of newly developed pesticides of 
unknown or uncertain toxic properties, and would in fact make inapplicable to 
pesticides some of the basic protection from poisonous substances in or on food 
now specified in the Food, Drug, and Cosmetie Act. 
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This does not mean that we would object to separate legislative treatment 
ot pest ides in dealing with the overall problem of cher s in food Inter 
state commerce in pesticides is now to some extent regulated under the Insecti 


cide, Fungicide, and Rodenticide Act which provides for registration of pesticides 
by the Secretary of Agriculture and regulates the label and directions on pest! 
cides, primarily for the benefit and protection of the user of pesticides. While 
tl regulatory scheme does not serve the same purposes as the Food, Drug, 
and Cosmetic Act, implementation of the Delaney committee’s recommendations 
on pesticides—which envision that introduction of pesticides (intended for food 
production) into interstate commerce be permitted only after approval of an 





application showing adequate testing for consumer safety, etc.—should, of course, 
take int ecount the question of coordinating the two act This relationship, 
and the difference in function between pesticides and other chemicals used in 


food production, as well as certain technical problems, point to separate legis- 
lative treatment of pesticides. The difficulty, however, is with the specific provi- 
sions of the present bill 

The Delaney committee found no fault with the provisions of the act gov 
erning the issuance and judicial review of tolerance regulations. It found, 
however, that additional protection was needed. There are constantly developed 
and placed on the market insecticides and other pesticides intended to be applied 

tT 








some cases very little is known with respect to either the acute or 


chronie toxicity of such substances and their effect whe ngested with food, 
especially in the light of other poisons consumed in the diet In many cases 
practic methods of analysis to permit identification and measurement of resi 
dues of such substances on or in food sold to the consumer have not been devel- 
oped Tolerances cannot be fixed until this knowledge is available. In the 


meantime, the consumer remains unprotected unless and until the Government 
has done sufficient testing and investigative work to determine whether the 





pesticide is poisonous or deleterious, and, if it is, to determine whether or not 
t is safe at the level in which it is present in the food (assuming that some 
residue is unavoidable). 


The committee concluded that, before a pesticide not generally recognized 


by experts to be safe can be marketed, the burden should be on the manufacturer 
or distributor of the pesticide to conduct the necessary tests to assure the safety 
of the product and to develop and make available adequate methods of analysis 
for determining the amount of residues of the pesticide remaining in or on 
ood lo this end, the committee recommended the enactment of legislation 
for this purpose along the lines of the “new drug” provisions of the act or 

long the lines of the Meat Inspection Act. 

The present bill, as above indicated, rejects the solution of the Delaney com- 
mittee insofar as new pesticides are concerned, and, while providing for the 


f 


issuance of tolerance regulations or exemption from tolerance requirements upon 
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petition of an applicant for registration under the Insecticide, Fungicide, and 
Kodenticide Act, containing data as to composition, toxicity, residue 
the bill would do away with essential 

The following comment is a summa 
from a study of the bill 

1. The bill would require the issuance of a tolerance regulation or exempt 
from tolerance requirements even if a given poisonous or deleterious pesticick 
is not needed or can be avoided in the food supply Under 


tests. et 
safeguards contained in the present 


y statement of the major objections arising 


i existing law, on the 
other hand, poisons and deleterious substances are permitted in foods onl 





the extent that they are clearly required or not avoidable in production of the 
food, and then only in such small amounts that the public health will not be 
harmed. The bill would thus seriously weaken existing law and would allow 
in the Nation’s food supply poisonous and deleterious substances which have 
been kept out of foods under such law. For example, since fungicides are 

cluded in the definition of pesticides, we would, under the bill, have to establish 
tolerances for virulently poisonous preservatives designed to prevent spoilage 
by various classes of fungi, such as molds, yeast, and bacteria, and this notwith 
standing the fact that under modern methods of food preservation—proper 
sanitation and packaging, heat treatment, refrigeration, and the like—these 
chemical preservatives are not needed It seems, also, that under the b 


bill we 
would have to provide tolerances for pesticides not intentionally introduced on 





food but carried there by animals or otherwise contributed to food during han- 
dling or storage. This would be true, for example, of such a deadly rat } 
as 1080 which, because of its extreme toxicity, should not be permitted in or on 
food in any quantity. 

2. The Delaney committee considered it essential to consumer protection that 
a pesticide—which is not generally recognized by experts as safe—be its 
barred from interstate commerce unless, upon an application patterned 


f 
aiter 
the new-drug provisions of the Food, Drug, and Cosmetic Act, it has been found 
affirmatively that, if used in accordance with directions (including directions 


for removal of excessive quantities remaining in or on the food), the pesticide 


is safe for use in connection with food or food production as described in the 
application, Under the existing provisions of the Food, Drug. and Cosmeti 
Act, on the other hand, there is no regulation of commerce in pesticides as 


such; that act at present reaches only the treated food, after its introduct 
into interstate commerce 

The Federal Insecticide, Fungicide, and Rodenticide Act, while regulating 
pesticides as such and declaring a pesticide misbranded unless its labeling cor 
tains necessary directions for use, and necessary warnings which are a 
if complied with for the protection of the public, does not affirmatively 
that adequate tests be made nor place the responsibility upon the ay 
for registration to prove the safety and effectiveness of his product. : 
provides that even when the labeling of a pesticide does not appear to the 
Secretary of Agriculture to comply with the law, the applicant may request 
registration under protest. The product may then be marketed, at the manu- 
facturer’s risk, until any necessary scientific tests—which may, in some cases 
require extensive periods of time—have been made and it has been prove 
court that the product is in violation of the law. 

We note from the report of the Department of Agriculture that that Depart- 
ment interprets section 407 (d) (1) in the present bill—which merely provides 
that a person who is submitting an application for registration of a pesticide 
under the Insecticide, Fungicide, and Rodenticide Act may file a petition (con- 
taining certain data) for a tolerance or exemption regulation under the Food, 
Drug, and Cosmetic Act—to mean that such registration of a pesticide (for 
which a food tolerance is required) “is not contemplated until the tolerances 
has been determined and there is adequate evidence that the treated product 
will not bear a residue greater than the tolerance.” This seems to imply further 
that, if an applicant for registration of such a pesticide by the Secretary of 
Agriculture refrained, as he could, from petitioning for a tolerance or exemption 
under the Food, Drug, and Cosmetic Act, such registration would have to be 
refused unless a tolerance or exemption were already in effect or unless we 
should issue one on our own initiative. Interpretation of the Insecticide, Fung 
cide, and Rodenticide Act at the administrative level is, of course, for the De- 
partment of Agriculture rather than this Department. However, since effective 
consumer protection would depend heavily on such a meshing of the two acts, 
we believe that this matter should not be left to interpretation of ambiguous 
language—which might easily be upset by the courts; cf. United States v. Cardiff 
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(344 U. S. 174)—but should be clearly spelled out in the bill. If that were done, 
and done along the lines of the interpretation described, it would to that extent 
strengthen consumer protection along the lines suggested by the Delaney com- 
mittee. (However, the showing required to be made under the bill by a pesti- 
cide distributor would, as shown below, not measure up to the showing of safety 
which the Delaney committee found essential to consumer protection.) 

3. The bill would do away with the express requirement of existing law (sec. 
406) that, in fixing a tolerance for a pesticide, the other ways in which the con- 
sumer may be affected by the same or other poisonous or deleterious substances 
must be taken into account. Such a requirement is essential. No tolerance would 
be safe or realistic unless it took into account not only the particular poison used 
on a given class of food, but its relationship to the consumer's total diet and the 
poisonous substances otherwise absorbed in that diet (see S. Rept. 493, 73d Cong.). 

4. Even when a petition is voluntarily filed—there is no requirement for filing— 
the bill would not require that the petition contain information as to removal of 
residues or, most importantly, that it describe methods of analysis for quantita- 
tive determination of such residues in or on foods (unless the requirement of the 
bill that the petition contain information as to “tests showing the amount of 
residue remaining” is intended to have this effect). This information is essential. 

5. If a petition complying with the bill is filed, it seems that the Secretary would 
apparently be required to issue a tolerance or exemption from the tolerance re- 
quirement even if not satisfied from all the information at hand that the pesti- 
cidal residue will be unavoidable and safe in the quantity permitted by the toler- 
ance—taking into account the consumer’s entire diet—and that the methods of 
analysis for the quantitative determination of such pesticide remaining in or on 
food, and for the removal of excessive portions of such residue, are accurate and 
otherwise adequate. It has been suggested that the term “tolerance” would permit 
us, in appropriate cases, to establish a tolerance of zero. This, however, would 
be contrary to the common understanding of the term “tolerance,” and it is doubt- 
ful—even if the legislative history indicated an intention that the term should 
have that meaning—that the courts would so construe it. 

6. As already indicated, both stages of the administrative proceeding would 
apparently be governed by the elaborate hearing requirements of the Administra- 
tive Procedure Act, and an order establishing or modifying a tolerance regulation 
could be based only on substantial evidence contained in the administrative record 
and would have to include detailed findings of fact in support of the order. De- 
spite these safeguards, the bill not only would allow court review (in the United 
States District Court for the District of Columbia) at the end of each stage of 
the administrative proceeding, but it provides that such court review shall be 
de novo, with additional testimony admissible in court—this seems to be in addi- 
tion to a provision permitting additional evidence to be taken at the administra- 
tive level—and specifies that no presumption of validity shall attach to the admin- 
istrative order under review, that the court shall make its own findings of fact on 
the evidence, and that the court may either affirm, modify, or set aside the admin- 
istrative order or direct this Department to modify or amend its order in con- 
formity with the court’s findings (p. 9, lines 1-8, 18, 19). 

This would, apparently, authorize and require the court to substitute its own 
judgment and discretion for that of the Secretary of Health, Education, and 
Welfare in the exercise of the quasi-legislative function which rulemaking, as 
distinguished from adjudication, represents. Under existing law, on the other 
hand, judicial review—which is had before a United States court of appeals 
in the circuit where petitioner resides or has his principal place of business— 
is limited strictly to the legal validity of the administrative regulation upon 
the basis of the administrative hearing record and findings, the court is bound 
by the administrative findings of fact if supported by substantial evidence in 
the record taken as a whole, and the court cannot modify the administrative 
order or otherwise substitute its own judgment for the administrative judgment 
as to the soundness or desirability of a valid order. 

If the administrative order—which is quasi-legislative in nature and involves 
the exercise of a scientific judgment on the health hazard presented by the pres- 
ence of pesticidal residues in or on the food and as to what is necessary to 
protect the public health, giving appropriate consideration to the necessity for 
the production of an adequate and wholesome food supply—is to have no pre- 
sumptive force or effect upon judicial review, thus rendering the administrative 
order promulgated after costly and time-consuming proceedings virtually mean- 
ingless, it seems proper to ask whether it would not be better to cast the entire 
job on the judiciary. Apart from this, however, it seems plain that this departure 
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from the pattern of the present act and from the general pattern of judicial 
review of administrative orders under other programs, especially orders which, 
as these, are quasi-legislative in character, would cast an impossible burden 
upon the court. (In this connection, we invite attention to the testimony of 
Chief Judge Stephens, appearing on behalf of the Judicial Conference of the 
United States before the House Committee on Interstate and Foreign Com- 
merce at hearings on H. R. 3298, 82d Congress, which (as introduced) contained 
a provision for de novo judicial review somewhat similar to, though perhaps 
less sweeping than, the present bill. That provision was deleted before H. R. 
98 became law (Public Law 215, 82d Cong.) ). 

The judicial-review provisions of the present bill also raise serious consti- 
tutional questions. The much more limited provision of the present act was 
thought by the Congress which enacted it to be “as broad as the Constitution 
permits in the case of review by a constitutional court.” (Conference report, 
H. Rept. No. 2716, 75th Cong.) Certainly, if, as we think, the bill would confer 
quasi-legislative functions on the reviewing courts, it would clearly preclude 
the ultimate resort to the United States Supreme Court envisioned by the bill, 
because that Court is strictly limited by the Constitution to the exercise of 
judicial power and may not, in the exercise of its appellate jurisdiction act as 
a revisory agency in the review of what are essentially legislative or administra- 
tive decisions. 

Moreover, while the bill, at the lower levels of judicial review, would give 
jurisdiction only to the District Court and Court of Appeals for the District of 
Columbia, these courts, too, are constitutional courts that is created under the 
judiciary article of the Constitution), and though Congress may invest them with 
nonjudicial functions in virtue of its plenary power over the District, one may 
question whether it may delegate to local courts for the District what are essen 
tially legislative powers in matters not limited to the affairs of the District 
(This precise question, so far as we know, has never been decided, though 
Congress did in fact vest such powers in the courts of the Dist t 








rict at a time when 
such courts were thought to be legislative courts.) In this connection, it should 
also be noted that the author of the bill has suggested in a letter to this Depart- 
ment that the bill should be amended not t mit judicial review (below 
the Supreme Court) to the District of Columbia courts 

7. The bill would require us to refer a petition for a tolerance or exemption 
to an advisory committee of experts for its recommendations, if so requested 
by the petitioner or considered necessary by us. We have no objection to the 
establishment of ad hoc advisory committees of experts to consider and make 
recommendations on technical scientific questions. The provisions of the bil 
however, which require that the ttee consist in equal numbers of representa 
tives designated by the petitioner, by this Department, and by the chairman of 
the Food Protection Committee of the Nations! Research Council would make the 
committee resemble more nearly an arbitration committee appointed to represent 
points of view than a committee of disinterested experts. Moreover, the require 
ment of the bill that the members of the committee be “particularly qualified 
in the specific subject matter of the petition” could easily make it impossible to 
form an advisory committee or could limit its membership to the scientists whose 
experiments are under review. Finally, the provision specifying that petitioner 
shall be entitled to consult with the committee seems one-sided unless an equal 


right of consultation with the committee on the part of the Secretary is assumed 








8. The requirement of the bill that a tolerance or exemption regulation be 
issued within 90 days after the filing of a petition, or within 30 days after receipt 


of the report and recommendations of the advisory committee if the matter is 
referred to such a committee, and that the advisory committee must report upon 
any case referred to it within 60 days, may obviously make it impossible either 
for such a committee or for this Department to give adequate consideration to 
the matter and would force the issuance of il!-considered regulations 

9. While, as above indicated, the bill would, on the one hand, not allow ade- 
quate time for proper consideration of the matter at the first stage of the admin 
istrative process, the requirement (inferred from the Administrative Procedure 
Act, coupled with the provisions of the bill) that there be a plenary hearing at 
each stage, with the petitioner, given standing at both stages, seems cumbersome 
and wasteful, even without considering the provisions for still another de novo 
consideration in the courts. At the same time the opportunity of interested 
persons other than petitioner to evaluate and contest the administrative action 
might be rendered largely illusory by the requirement of the bill that all data 
submitted in support of the petition be held confidentia 
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10. The bill makes no provision for the charging of fees. We believe that any 
legislation dealing with this subject should include provisions authorizing this 
Department to charge applicants who wish to distribute pesticides reasonable fees 
sufficient on an overall basis to enable us to provide, equip, and maintain an 
adequate and efficient organization for passing upon the adequacy of the sub- 
mitted evidence and otherwise carry out our functions relating thereto, 

In view of these considerations, we do not believe that the bill in its present 
form would be a suitable vehicle for carrying out its sound objective, stated in its 
title, “to provide for the health and protection of the citizens of the United States 
from harmful chemical additives in pesticides.” We believe, however, that 
suitable legislation to close the existing gap in consumer protection, as respects 
pesticides used in food production, is needed, and that the above-mentioned objec- 
tions (as well as certain technical difficulties) to the present bill can be overcome, 
either by appropriate revision of the bill or by substitution of a “clean bill,” as 
the committee may desire. We should, of course, be glad to cooperate toward 
that end 

We are advised by the Bureau of the Budget that, while that Bureau perceives 
no objection to the submission of whatever report we may deem appropriate, it is 
unable to advise as to the relationship of this bill to the program of the President. 

Sincerely yours, 





Oveta CuLp Hosry, Secretary. 


DEPARTMENT OF JUSTICE, 
Washington 25, D. C., June 18, 1958. 
Hon. CHaArRLes A. WOLVERTON, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington, D. C. 


Dear Mr. CHAIRMAN: This is in response to your request for the views of the 
Department of Justice concerning the bill (H. R. 4277) to provide for the health 
and protection of the citizens of the United States from harmful chemical 
additives in pesticides. 

The bill which would be cited as the pesticides-residue amendment to the 
Federal Food, Drug, and Cosmetic Act, would provide that a food shall be deemed 
to be adulterated if it contains any poisonous or deleterious pesticide which is 
unsafe. Any poisonous or deleterious pesticide added to a food shall be deemed 
to be unsafe unless the quantity thereof does not exceed the limits of a tolerance 
fixed by the Administrator of the Federal Security Agency, or the pesticide has 
been exempted by the Administrator from the requirements of a tolerance. The 
bill would provide a procedure for determining whether a pesticide is useful 
for the purpose for which a tolerance or exemption is sought and for the promulga- 
tion of regulations by the Administrator establishing a tolerance for the pesticide 
or exempting it. Regulations of the Administrator are made subject to judicial 
review. 

Whether the measure should be enacted involves a question of policy con- 
cerning which this Department prefers to make no recommendation. 

The Bureau of the Budget has advised that there is no objection to the 
submission of this report. 

Sincerely, 
WILLIAM P. RoGers, 
Deputy Attorney General. 


THe SECRETARY OF COMMERCE, 
Washington 25, July 15, 19538. 
Hon. CHARLES A. WOLVERTON, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington, D. C. 

DEAR MR. CHAIRMAN: This letter is in reply to your request of March 30, 1953, 
for the views of this Department with respect to H. R. 4277, a bill to provide for 
the health and protection of the citizens of the United States from harmful 
chemical additives in pesticides. 

This bill would amend the Federal Food, Drug and Cosmetic Act by adding 
thereto a new set of provisions dealing specifically with pesticides used in the 
production, storage, or transportation of food. The bill appears to have no 
adverse effect upon the production or supply of chemicals and its objectives 
seem desirable from the viewpoint of the public health. 
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However, there are certain provisions of H. R. 4277 which require clarification 
in order to make them more workable, mainly : 

1. The bill is confusing as to procedures and the responsibilities to be imposed 
on the Food and Drug Administrator because pesticides rather than pesticidal 
residue or poisons are the chief subject. The idea is conveyed by the wording 
of the definition of “pesticide” and other clauses that the tolerances to be pro- 
mulgated are related to the pesticide substance or mixture at the marketing 
level. For example, the proposed Section 407 (d) (1) which introduces the 
Federal Insecticide, Fungicide. and Rodenticide Act of 1947, administered by 
the Secretary of Agriculture, concentrates attention on the registrant and his 
pesticide product and does not associate the registration with the residue prob- 
lem. The residue tolerance is, of course, one of many factors in the application 
of the pesticide and a goal in the washing or other cleansing process. 

The matter is further complicated in the proposed subsection 407 (d) (2) 
and (3) and 407 (1) wherein it is implied that tolerance limits would be sought 
for each purpose of the pesticide. A single pesticide is sometimes useful for 
many purposes. Wherever reference is made in the bill to whether “the pesti- 
cide is useful for the purpose for which a tolerance or exemption is sought” the 
meaning and the procedure suggested are obscure. 

2. Clarification is needed as to the precise responsibilities of the Food and Drug 
Administration (and in certain circumstances the advisory committees and 
the court) with respect to insecticidal mixtures as defined in the bill inasmuch 
as they are now under a degree of control by the Secretary of Agriculture through 
the provisions of the Federal Insecticide, fungicide, and Rodenticide Act of 
1947. 

Unless it is intended that the Food and Drug Administration shall function 
at both the pesticide mixture level and the pesticide residue level, it would appear 
that the bill should focus on the residue level to accomplish the expressed pur- 
pose. In the Federal Food, Drug, and Cosmetie Act as it now stands, subsection 
402 (a) (2) and section 406 apply at this level. 

3. Although the bill would authorize the establishment of tolerance limits 
or exemptions therefrom, no specific reference is made to the need for barring 
entirely the use of certain poisons in or on food. One construction would be 
that a zero tolerance limit might be promulgated, but such an interpretation 
might be challenged. It seems desirable to include a specific clause to authorize 
the Food and Drug Administration to prohibit the use of certain pesticidal 
poisons in and on food. In this connection it must be remembered that the Food 
and Drug Administration has responsibility for protecting the public (as far 
as scientific knowledge, legislation, and their budget will permit) against the 
cumulative effect of intake of poisons from aggregate individual sources of food. 
Also, some of the pesticides as defined in the bill, for example, rat poison used 
in storage places, clearly have no place at all in or on food. 

4. Also, a clear mandate from the legislative body is needed but not provided 
in H. R. 4277 as to the sort of order that should be promulgated to cover in- 
stances where some scientific findings have indicated that the pesticidal residues 
may be extremely harmful but where further research must be carried on before 
general conclusions may be drawn. There is also the problem of new and 
virtually untested pesticides. In our opinion, the treatment in marginal cases 
of this sort should be more or less uniform in accordance with a general instruc- 
tion in the law. Such a clause would define responsibility and reduce costs 
of administration. 

5. Lastly, the proposed subsection 407 (i) providing for appeal to the court 
on simple grounds of dissatisfaction with the determination made also deserves 
thorough consideration. Trial by the court could be obtained under this bill by 
any person who has proposed the issuance of a regulation, or any other interested 
person who has filed objections at an earlier stage, if he has been adversely af- 
fected by an order promulgated. 

Therefore, although this Department is of the opinion that legislation for this 
general purpose is desirable and would be in the public interest, we are unable 
to recommend enactment of H. R. 4277 in its present form. 

We have ben advised by the Bureau of the Budget that while there is no objec- 
tion to the submittal of this report they are unable to advise as to the relation- 
ship of this bill to the program of the President. 

If we can be of further assistance in this matter, please call on us. 

Sincerely yours, 
SINCLAIR WEEKs, 
Secretary of Commerce. 
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DEPARTMENT OF AGRICULTURE, 
Washington 25, D. 0., July 14, 1958. 
Hon. CHARLES A. WOLVERTON, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives. 

Dear Mr. WOLVERTON: This is in reply to your request of March 30, 1953, for 
a report on H. R. 4277, a bill to provide for the health and protection of the 
citizens of the United States from harmful chemical additives in pesticides. 

The bill, which would amend the Federal Food, Drug, and Cosmetic Act, 
defines “pesticide” as any substance or mixture of substances used in produc- 
tion, storage, or transportation of food which is intended for preventing, destroy- 
ing, repelling, or mitigating any insects, rodents, fungi, or weeds, and other forms 
of plant or animal life or viruses, except viruses on or in living man or other 
animals; provides that any poisonous or deleterious pesticide added to food shall 
be deemed unsafe and the food adulterated unless the quantity does not exceed 
tolerance limits prescribed by the Administrator, or the pesticide has been 
exempted by the Administrator from the requirement of a tolerance (when such 
a tolerance is not necessary to protect public health); provides that persons 
submitting application for registration of pesticides under the Federal Insecti- 
cide, Fungicide, and Rodenticide Act of 1947 may file a petition with the Ad- 
ministrator for establishing a tolerance or exemption therefrom; requires the 
Secretary of Agriculture to certify whether a pesticide named in a petition is 
useful for the purpose for which tolerance or exemption therefrom is sought; 
permits the Administrator upon his own initiative to issue regulations estab- 
lishing a tolerance for a pesticide or exempting the pesticide from the necessity 
thereof; and establishes procedures for appeal from pesticide regulations. 

This Department favors the bill insofar as it directly affects our programs 
and activities. There are certain changes, however, which we believe should 
be made in the bill in the interests of clarity and more effective administration. 
These suggested changes, together with our comments on certain features of the 
bill, are as follows: 

1. The definition of “pesticide” (sec. 2) would include products not covered 
by the Federal Insecticide, Fungicide, and Rodenticide Act and, therefore, certain 
pesticides could not properly be submitted for registration under that act as 
referred to in the proposed section 407 (da) of the bill. The definition should be 
revised by adding after the word “animals” on page 2, line 2, a comma and the 
words “which the Secretary of Agriculture shall declare to be a pest.” 

2. Proposed section 407 (d) (1). The Department interprets this section to 
mean that registration under the Federal Insecticide, Fungicide, and Rodenti- 
cide Act is not contemplated until the tolerance has been determined and there 
is adequate evidence that the treated product will not bear a residue greater 
than the tolerance. Registration action under the Federal Insecticide, Fungi- 
cide, and Rodenticide Act is ordinarily taken within 80 days but may be delayed 
by the period required for the tolerance determination. 

3. Proposed section 407 (1). This section appears to require the Secretary 
of Agriculture to make a certification concerning the usefulness of a pesticide 
even though the Secretary may not have adequate evidence as to the practical 
value of the pesticide for the purpose intended. Evidence as to the usefulness 
of a new pesticide may be so meager that the Secretary would be unable to 
certify whether the pesticide is useful for the purpose intended. In such a case, 
the Secretary should be able to certify that evidence concerning the usefulness 
of the pesticide is insufficient to justify a finding of usefulness. It is therefore 
suggested that this section be changed to read as follows: 

“The Secretary of Agriculture shall, upon the request of any person sub- 
mitting an application for the registration of a pesticide under the Federal In- 
secticide, Fungicide, and Rodenticide Act or upon the request of the Administra- 
tor, certify to the Administrator that the pesticide is useful for the purpose 
for which a tolerance or exemption is requested under this section or that evi- 
dence as to the usefulness of the pesticide is insufficient to justify such a cer- 
tification. The certification shall be made as soon as practicable after a request 
is made and evidence as to usefulness is submitted, but in no event later than 
30 days thereafter.” 

4. The bill contains no express provision authorizing the refusal of both a 
tolerance and an exemption for a pesticide, but appears to contemplate the estab- 
lishment of one or the other for any pesticide which the Secretary of Agriculture 
certifies as useful for the purpose intended. The bill should clearly authorize 
such refusal if the public health requires such action. 
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5. The definition of pesticide raises the question whether it is contemplated 
that a tolerance will be established on each pesticide formulation intended for 
application to foods, or whether an established tolerance will apply to the active 
pesticidal chemical or mixture of chemicals used in a wide variety of prepared 
pesticides differing only in the type of inert carriers employed to facilitate ap- 
plication. Clarification of this point would seem desirable. 

6. The Secretary of Agriculture should be authorized to promulgate rules 
and regulations for the carrying out of the provisions of this bill for which 
he is responsible. 

7. In proposed section 407 (i) provision is made for appeal to a court for 
modification or setting aside of regulations and orders establishing tolerances 
or exemptions. The bill provides for certification of the transcript of the entire 
record of the proceedings before the Administrator, but states that the court 
shall consider the evidence before it de novo and no presumptive force or effect 
shall be given to the validity of the order complained of. Generally, in statutes 
of this type, the findings of the agency charged with the administration of the 
act are conclusive upon appeal if supported by substantial evidence. No reason 
is apparent why a different approach should be taken in this bill. 

In our analysis of the bill we note that there are certain other substantive 
and procedural features which might raise problems in connection with its ad- 
ministration. However, the administration of the bill insofar as it relates to 
the establishment of tolerances or exemptions would be exclusively under the 
Department of Health, Education, and Welfare, and we believe that comments 
concerning such features should come from that Department. 

The Bureau of the Budget advises that, while there is no objection to the 
submission of whatever report is deemed appropriate, the Bureau is unable 
to advise as to the relationship of the bill to the program of the President. 

Sincerely yours, 
EK. T. Benson, Secretary. 

Mr. Wotverron. Are there any others present who have statements 
that they wish to enter for the record ? 

Mr. Kroon Karasatsos. Mr. Chairman, my name is Kimon Kara- 
batsos, secretary to Congressman A. L. Miller, of Nebraska; and last 
night he unfortunately had to go to the hospital for a couple of days 
and he asked me to appear and present his statement and his regrets 
that he was unable to appear because he was deeply interested in the 
bill, and to ask the members of the committee to allow Mr. Lea 
Hitchner, of NAC, to speak for him also. 

Mr. Wotverton. We are all aware of the very great interest of 
Dr. Miller in this legislation. I regret exceedingly to hear that he is 
indisposed and unable to be present. 

Your desire to have the statement made a part of the record will 
be complied with. 

Mr. Karapartsos. Thank you very much. 

(Mr. Miller’s statement follows :) 


STATEMENT IN RE H. R. 4277 (CHEMICAL ADDITIVES IN PESTICIDES) 


Mr. Chairman, members of the committee, my name is A. L. Miller. I ama 
Member of Congress, chairman of the House Committee on Interior and Insular 
Affairs, a medical doctor, and a fellow in the College of Surgeons. During the 
81st Congress, I was a member of the select committee to investigate the use 
of chemical additives in food, drugs, and cosmetics, which was known as the 
Delaney committee. 

The bill which I introduced and that which you are now hearing is an out- 
growth of the information on the select committee learned while holding hear- 
ings and many hours of conferences with industry, land-grant colleges, farm 
groups, the Department of Agriculture, and the Food and Drug Administration. 
I do feel that H. R. 4277 represents the common ground which Congress seeks in 
passing sound, progressive legislation. 

The scientific research in the field of pesticides has made many gains and is 
truly indicative of our American way—progress through research. Only last 
week I noticed a report in a newspaper which stated the Chinese people had 
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been asked by their Communist leaders to kill bugs (in this case locusts) by 
hand because there was a shortage of pesticides. I am wondering what would 
happen if there was a shortage of pesticides in the United States, where farm- 
ing has become so important. If the farmer did not have the pesticides he has 
today, the American people would be starving. Grains could not be safely stored, 
apples and other fruit would be wormy, boll weevils would ruin cotton crops, and 
our meat animals would become sick. Not only would our food supply become 
short, but there would probably be an outbreak of epidemics if we could not 
control disease-carrying insects such as the mosquito. 

Gentlemen, I could go on naming several other good reasons for the use of 
pesticides, but it is my understanding that a well-known entomologist from the 
State of Illinois is going to testify before this committee, and I know he is more 
qualified to speak along these lines than I am. 

As I mentioned, I was a member of the select committee which investigated 
the use of chemical additives in food, drugs, and cosmetics, and I am quite sure 
the members of this committee have familiarized themselves with the facts which 
were brought out by the investigations. That committee strongly recommended 
that legislation be introduced to govern the use of chemicals which find their way 
into our food supply and affect our health. The most alarming thing we found 
was that while Food and Drug had the authority to prescribe tolerances for pesti- 
cides, they had acted on only 1 or 2 formulas. 

This in itself does not mean that only 1 or 2 formulas are safe; on the con- 
trary, I do believe that most of them, if used as directed, are safe, since industry 
has been quite careful in placing pesticides on the market. However, there are 
a few who have cut economic corners to place an inferior product on the market 
in order to compete in this tough competitive field. 

The dangers of the Food and Drug Administration in not taking action on 
various formulas are on both sides of the fence—the people are not afforded the 
proper protection and neither is industry given any ground to stand on as they 
continue their research to find better and more selective pesticides. I do believe 
that my bill will afford more than ample protection to the people, as well as allow 
industry to continue their excellent work in the field of research to find the 
pesticides which are so vital to our agricultural interests. 

Perhaps the most important aspect of this bill is it places pesticides in a 
section of its own. This, in itself, should be a great boon to everyone. No 
longer will it be necessary to interpret the several sections of the present law 
to determine which governs pesticides. My bill also takes into consideration 
the Federal Insecticides, Fungicide, and Rodenticide Act of 1947 (7 U. S. C. 155), 
which is administered through the Department of Agriculture—the present law 
does not, and consequently the efforts by the Department of Agriculture are dupli- 
eated at considerable cost by the Food and Drug Administration. It is my 
understanding that the manufacturer of a pesticide must first make application 
with the Department of Agriculture, making the label a part of the application, 
and the Department of Agriculture studies both the product and the label to 
determine if the product will do what it is designed to do under the directions 
of the label. Food and Drug also does this, as well as establish a tolerance for 
the product. This is another example of the hodgepodge of laws we have, which 
embrace the services of two or more departments of Government. 

Before I go any further, I would like to point out that there are a few minor 
changes which should be made in the bill, which I introduced. I was prepared 
to introduce a clean bill, but when I learned that there were only a few changes 
necessary, I decided that it would be just as easy to amend the bill, while it is 
in committee, along with any other amendments the committee might deem 
necessary. I am not prepared to explain the changes, but want the committee 
to know that I endorse them as being essential and in the interests of good 
legislation. In the course of drafting the bill, some of the sections were num- 
bered incorrectly, due to the fact that we got off on the wrong number—there 
already is a section 407 in the Food, Drug, and Cosmetic Act, which deals with 
oleomargarine. This error speaks out quite loudly that the present law is hazy 
and cumbersome. 

Another change deals with wording only and is proposed to clarify the defi- 
nition of pesticides. All of these proposed changes are designed to make my bill 
a better piece of legislation. They were discussed at great length by all groups 
concerned and all endorse them as being good, as well as essential. 

Briefly, my bill will do this: 

(1) Provide that no new chemical additive can be used before it has been proved 
safe or a tolerance set by the Administrator. 
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(2) Require the exploiter of the new additive to offer conclusive proof that 
the additive is safe in accordance with the proposed tolerance, if needed. 

(3) Require the Administrator to act within 90 days. 

(4) Establish a panel of unbiased experts to act as an advisory board to the 
Administrator. 

(5) Provide for recourse to the courts on grounds other than that of proving 
the Administrator acted arbitrarily or capriciously in making his decision. 

(6) Place pesticides in a separate section of the Food, Drug, and Cosmetic 
Act. 

(7) Recognize the Federal Insecticides Act of 1947. 

The first feature of my bill is self-explanatory—all new additives must be 
declared safe before they can be used. I know of no better way to assure the 
public that the product they are getting is safe than require that action be taken 
before a chemical additive can be used. As it now stands, a product can be 
placed on the market just as soon as an application has been filed. You have 
read of the dangers in this—an outstanding one is the use of chemicals to keep 
bread fresh longer. As soon as the manufacturer had made application with 
Food and Drug, the product was placed on the market. After the product was 
being used by practically every bakery in the United States, Food and Drug 
stepped in and said it was not safe and that it must be taken from interstate 
commerce. Tests made after, and I emphasize the after, the product was placed 
on the market showed it to be dangerous to health. Laboratory rats which 
were fed bread which contained this product soon developed sores on their 
buttocks and lost their hair. The provisions of my bill would eliminate thig 
hazard by requiring the product be declared safe before, and I emphasize the 
before, the product is placed on the market. 

The second proviso of the bill is designed to save time and money. First, 
it eliminates costly duplication of research by Food and Drug. Industry has 
done much in the past 50 years to develop their research facilities, as well as 
to take advantage of sound, independent research laboratories, as well as our 
land-grant colleges and other universities which do research work. My bill 
would require the exploiter of the proposed new chemical additive to furnish 
conclusive proof that the product is safe for its intended use. It is my under- 
standing that a representative from the land-grant colleges is here today to 
testify on this bill and I am sure he is prepared to tell of their work in this 
field. 

The various conferences with the interested parties, as well as the hearings 
by the select committee, brought out the large number of applications which 
had not been acted upon by Food and Drug—this is the reason for the 90-day 
limit within which the Administrator must take action. It is my understanding 
that of the thousands of various pesticides on which applications have been 
filed, only one has been approved by Food and Drug. It was determined that 
90 days would be a reasonable time in which the Administrator should act 
Another 60 days is provided in case the application is referred to a panel of 
unbiased experts which I will discuss next. Altogether the Administrator has 
up to 150 days in which to act and surely that should be sufficient time. It 
is my understanding that a group of scientists can get together at an informal 
meeting with all the facts and decide within a short time—a matter of hours— 
whether the new chemical would be safe. The way it is now an application 
gets tied up in redtape and is lost in the process. 

The bill I introduced called for equal number of experts, particularly quali- 
fied in the specific subject matter of the application, to be selected by the 
Administrator, the person filing the petition, and by the Chairman of the Food 
Protection Committee of the National Research Council. After further dis- 
cussions with all interested parties, and particularly the agricultural group, it 
was decided that the Department of Agriculture should be represented with 
an equal number of experts, since the Federal Insecticide Act of 1947 is directly 
concerned. 

The panel of experts could be called in by either the Administrator or by 
the applicant, but this must be done within 90 days after filing of the application. 
This would prohibit anyone from drawing the hearings out over a lengthy period 
of time. 

The most noticeable change my bill would make in the present law is a de novo 
court action in district court. Undoubtedly, Food and Drug will oppose this 
provision because it would tend to restrict the power of the Administrator. 
Congress has always trod lightly when changing a law or when taking away 
some of the power it has granted—in fact, some in the executive branch have 
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looked with contempt upon Congress whenever the legislators reserved some of 
the power. Whenever this is called to my attention, this thought immediately 
comes to my mind: “Render unto Caesar that which is Caesar's.” The Con- 
stitution has given certain inalienable rights to Congress and Congress has 
delegated some of those powers, but as it was during the time of Christ, so is it 
now, and the Executive should render unto Congress that which is Congress’, 

Congress has set up a little dictator within the executive branch, which 
has more power than any other one man in Government. His actions are not 
to be questioned—he is to be looked upon as a person who can do no wrong. 
I hope the members of this committee, and the others who are present, will 
not consider this an attack upon the present Administrator. I do feel that he 
is doing his job to the best of his capabilities and that he is honest. I am 
wondering what might happen if some day another might become drunk with 
power and completely choke any progress industry might have made. Then, 
too, I do feel that any sensible person would appreciate having a panel of ex- 
perts to turn to for advice in some cases. I know that in the field of medicine, 
as well as practically every other profession, even experts turn to other experts 
for advice. As a medical doctor, I have consulted with others on diagnosis, 
medication, and surgery. 

The de novo court action was set up since it is the only way the action of the 
Administrator could be reviewed on grounds other than having to prove he acted 
arbitrarily or capriciously. I doubt very much if anyone would be so foolish as 
to appeal to the courts if the Administrator rejected the application and the panel 
of experts concurred in his opinion. But, on the other hand, if the panel of experts 
disagreed with the Administrator, I do feel that he would have sufficient grounds 
to warrant an appeal. I realize that this is completely new, but the hundreds of 
law-review articles, which have been written by very learned men in the field of 
law, speak loudly for such a provision. 

As you know, I have introduced another bill along these same lines, which deals 
with chemical additives in foods. I am also working on a bill to govern the use 
of chemical additives in cosmetics, with this one major thought in mind—to 
establish separate sections to govern these three separate fields. The functioning 
of Congress can be brought to light by pointing out the number of committees we 
have to study the various fields which Congress deems necessary to govern by 
legislation. The committees are broken down into subcommittees to study spe- 
cialized fields. Just as Congress studies specialized fields, our laws must be 
designed to govern specialized fields. Just as pesticides are becoming selective, 
so must our laws be selective. 

I have worked with Mr. L. S. Hitchner on this bill, and he has a few minor 
changes to make in the bill, which are designed to clarify some of the meanings. 
He has consented to explain, to the satisfaction of the members of this committee, 
the proposed changes and to give the committee the reasons for the changes. 

If there are no questions, gentlemen, this concludes my testimony. 


Mr. Horan. Might I add that I served on the special committee on 
the use of chemicals in foods and cosmetics of which Dr. Miller, for- 
merly public health officer from the State of Nebraska, was the chair- 
man. I know of the great work and the great study that has been made 
and the many consultations that he had with everybody interested and 
competent to advise him before he filed this bill. I just want that to be 
part of the record because this is a bill that has been thought out, and 
I think is a great contribution from my colleague from Nebraska. 

Mr. Sprincer. I would like to ask if Mr. Decker. from the University 
of Illinois, has a statement to submit? Will you stand up, please? 

Mr. Grorce C. Decker. I think I am on the agenda. 

Mr. Sprrncer. Were you on the list of those to submit statements? 

Mr. Decker. I think so. 

_ Mr. Wotverton. These are those who are filing their statements. 
Several will be called to testify, and I think Mr. Decker expects to 
testify. 

Mr. Sprincer. All right. 

Mr. Wotverron. We have here as witnesses this morning the Hon- 

orable Harold M. Stephens, chief judge of the United States Court 
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of Appeals for the District of Columbia Circuit, and also the Honorable 
James W. Morris, judge of the United States District Court for the 
District of Columbia. 

These two men, as you realize, are very busy individuals. I would 
like to ask first Mr. Hitchner, how long is your statement ? 

Mr. Hitcuner. About 12 minutes. 

Mr. Worverton. Mr. Fifield, how long is your statement ? 

Mr. Firtetp. About 10 minutes, sir. 

Mr. Woxverton. I will ask the two judges would you prefer to 
testify immediately or would you prefer to have these two gentlemen 
testify in opening the facts concerning the matter ¢ 

Judge Sreruens. We will, of course, follow the pleasure of the com- 
mittee. I should say, however, that Judge Morris, who is with me, 
the United States district judge, has had to interrupt a jury trial to 
come here and perhaps it would be as well, therefore, to hear us now 
and let us return to our jurisdiction duties provided that meets your 
convenience. 

Mr. Wotverton. If it meets with your approval, we will call on you 
immediately. 

Mr. Rocers. This committee does not want to interrupt a working- 
man. We want you to get back as fast as you can. 

Judge Sreruens. We appreciate that. 

Mr. Wotvertron. You may proceed, Judge Stephens. 


STATEMENT OF HON. HAROLD M. STEPHENS, CHIEF JUDGE, 
UNITED STATES COURT OF APPEALS FOR THE DISTRICT OF 
COLUMBIA CIRCUIT 


Judge Srernens. My name is Harold M. Stephens, chief judge of 
the United States Court of Appeals for the District of Columbia 
Circuit. 

I appear here in that capacity to — for all of the judges of the 
United States court of appeals and the United States District Court 
for the District of Columbia, which met in its circuit conference in 
June and, among other items, gave consideration to H. R. 4277 and 
passed a resolution expressing its doubi as to the advisability of the 
enactment of the bill so far as its relationship to courts is concerned. 

I also appear here to express the views of the 11 chief judges of the 
country, myself, and the other 10 chief judges of the United States 
courts of appeal, who constitute, with the Chief Justice of the United 
States, the Judicial Conference of the United States, which has, as you 
know, a recommendatory duty with respect to legislation affecting the 
courts, a duty imposed by Congress, which requires it to make recom- 
mendations to the Congress in respect of legislation respecting the ad- 
ministration of justice. This bill was called to our attention after the 
March meeting of the Judicial Conference, so it has not been pre- 
sented to the conference in session, but I have discussed this bill over 
the telephone with each of the chief judges who constitute the mem- 
bership of the United States court of appeals. I have not been able 
to discuss it with Chief Justice Vinson because he 1s out of the city and 
quite inaccessible. 
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I shall be quite brief so that Judge Morris and I can return to our 
duties at the court and so that you gentlemen can proceed to hear your 
very full day of testimony. i : 

I propose to discuss briefly H. R. 4277, which has to do with pesti- 
cides which are chemical additives, as I understand it, used to prevent 
deterioration of foodstuffs. 

The bill, very briefly, so far as it is necessary to understand it for the 
purposes for which I speak, gives the Administrator of the Food, 
Drug, and Cosmetic Act authority to issue regulations with reference 
to pesticides—regulations providing two things: 

First, establishing a tolerance; and, second, providing for an exemp- 
tion from the tolerance. 

Briefly, the result of the bill, if enacted, will be that a food contain- 
ing a pesticide will not be classed under the act as an adulterated food 
provided the pesticide is within a tolerance fixed by the Administrator 
has been exempted from the requirement for tolerance. 

That aspect of the bill which paticularly affects the courts appears 
on page 8 of the present print of the bill which provides that any 
person who is aggrieved by the promulgation of a regulation affecting 
pesticides in the manner in which I have discussed shall have a right 
to review in the United States District Court for the District of Co- 
lumbia and there shall receive a de novo trial which shall be conducted 
without reference to the proceedings before the Administrator giving 
them no presumptive value. That is a very unusual provision. The 
appellate provisions of the act as it now stands, permit a review in 
the United States courts of appeal of the circuit in which the ag- 
grieved person has his principal place of business or resides—in other 
words, an appeal to any United States circuit court of appeals—but 
the review there is of the usual character and not a de novo hearing. 
The peculiar aspects of this bill in the text which I am not mention- 
ing are first that the appeal is to the United States Court of Appeals 
for the District of Columbia alone and that the hearing there is what 
we call in legal parlance a de novo hearing, meaning a complete new 
trial at which the trial court may take oral testimony before itself 
and on which it is required to make findings of fact and state con- 
clusions of law. In effect, it is an entirely new hearing. 

In this aspect, if the committee please, it is the view of the judges 
for whom I speak, the 11 chief judges including myself, and the judges 
of my court of appeals and the judges of the United States district 
court of whom there are 16 in this jurisdiction, that the bill steps 
across the proper line of division between administrative and judicial 
action. 

This line of division was most interestingly marked out by a very 
eminent citizen of the United States now unhappily deceased, named 
Charles Evans Hughes who, in 1907, speaking before the Elmira Cham- 
ber of Commerce and at a time when the only Federal commission 
in existence was the Interstate Commerce Commission long before 
the Federal Trade Commission or the Securities and Exchange Com- 
mission or the National Labor Relations Board, or the Food, Drug 
and Cosmetics Administrator’s work was ever thought of, at that 
time speaking before the Elmira Chamber of Commerce, Charles 
Evans Hughes, later Chief Justice of the United States, in a re- 
markably prophetic statement marked.out the proper line of demarca- 
tion between administrative and judicial action. 
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This I might say to you honorable members of the committee is the 
famous spee ch in which Chief Justice Hughes said the Constitution is 
what the judges say it is, an unhappily misconstrued remark in many 
particulars, but following that he said something else which is ger- 
mane to the present occasion. He said: 


I do not want to see any direct assault upon the courts, nor do I want to see 
any indirect assault upon the courts. And I tell you, ladies and gentlemen, 
no more insidious assault could be made upon the independence and esteem 
of the judiciary than to burden it with these questions of administration—ques- 
tions which lie close to the public impatience, and in regard to which the people 
are going to insist on having administration by officers directly accountable 
to them. 

Let us keep the courts for the questions they were intended to consider. 
When questions of property rights are involved—the constitutional right to hold 
property and not to be deprived of it without due process of law is involved; 
when, under the guise of an assumption of arbitrary power, not related to pub- 
lic convenience ; when there is a real judicial question—let the courts have it and 
every good citizen will stand aside and hope to see it decided fairly and with 
even-handed justice. 

When you deal with matters of this sort, you may be sure that there will be 
a variety of questions which, whatever the fact may ultimately be proved to 
be, can, by astute lawyers, be said to involve such judicial matters, and there 
will be abundant opportunity for review of everything that should be reviewed. 
But to say that all these matters of detail which will be brought before the 
commission—matters requiring men to give their entire attention to the subject, 
to get their information in a variety of ways, to have hearings of those inter- 
ested, and to deal with questions from a practical standpoint—should, at the 
option of the corporations, be taken into court, is to make a mockery of your 
regulation. And, on the other hand, if that policy should succeed, it would 
swanip your courts with administrative burdens, and expose them to the fire 
of public criticism in connection with matters of this description, from which 
1 hope they will be safeguarded. 

You must have administration, and you must have administration by ad- 
ministrative officers. You cannot afford to have it otherwise. Under the proper 
maintenance of your system of government, and in view of the wide extension 
of regulating schemes which the future is destined to see, you cannot aiford 
to have that administration by your courts. With the courts giving a series 
of decisions in these administrative matters hostile to what the public believes, 
and free from that direct accounting to which administrative officers are sub- 
ject, you will soon find a propaganda advocating a short-term judiciary, and 
you will turn upon our courts—the final safeguard of our liberties—that hostile 
and perhaps violent criticism from which they should be shielded, and will be 
shielded, if left with the jurisdiction which it was intended they should exercise. 


I am quoting from the extension of the Hon. Alben W. Barkley 
on Wednesday, April 24, 1940, in the Congressional Record in which 
he put the address by Mr. Chief Justice Hughes from which I have 
just quoted. 

What Chief Justice Hughes was saying there, more briefly put, 
is there is a field of policymaking, of issuing of regulations, and of 
quasi-adjudicatory action involving questions of administrative policy 
which should be left to the administrators and the boards and the 
commissions and there is a separate and different field of adjudication 
which should be left to the boards. 

The field in which the courts perform their proper function is this. 
Perhaps I should first say we all realize that the commissions are 
really occupied with an extension of the legislative duty ; the Congress 
in enacting its statutes cannot prescribe all the duties of the admin- 
istrator. 

The statutes are in a form which set up and make general policy 
declarations, but it leaves to the administrators the duty of filling 
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in the details and applying them. It has given to the Food, Drug, 
and Cosmetics Administrator the duty of carrying out the policy of 
Congress by issuing regulations with respect to food, drugs, pesticides 
in this instance, and the like. 

Its job is to issue the regulations and apply them and enforce 
through actions in the courts. Now the function of the courts is 
quite different and it is the same in all of its reviewing of the actions 
of administrative tribunals. It is judicial, not administrative. It 
has not to do with the expertise of the administrator. The function 
of the courts can be stated very simply. ih 

They are to determine in reviewing the action of administrative 
agencies and commissions first, if the question is raised, whether the 
statute under which the administrator is acting is constitutional. 

If it is, then whether or not the statute is clear. If not, what does 
the statute mean. 

Third, has the administrator in acting under the statute, either 
under his quasi-judicatory power or promulgating regulations, stayed 
within the confines of the statute as laid down by the Congress; and, 
fourth, has he followed the procedures which Congress has laid down 
in the various acts and the Lamislawitive Procedure Act in carrying 
out the duties of the commission. 

Many of the acts prescribe quasi-judicatory hearings to be carried 
out by the commissions. Many, it is true, of Federal commissions, 
the Securities and Exchange Commission, Federal Communications 
Act, Federal] Power Act, issuing licenses or certificates of convenience 
and necessity or fixing rates, are required by the Congress to have rela- 
tively adjudicatory hearings. 

It is also required in the Administrative Procedure Act in the issu- 
ance of regulations that notice shall be given and opportunity to pre- 
sent data should be given, but adjudicatory hearings are not provided 
for. We think those of us who are interested ourselves in this bill 
from the standpoint of the judiciary that to require the United States 
District Court for the District of Columbia—and this would be but a 
stepping stone to putting the same requirement in all the United S‘ates 
district courts of the country—to grant a de novo hearing and make 
findings of fact and conclusions of law and to modify and prescribe 
in effect a regulation is to ask the court to do the task which Congress 
intended and which the law intended should be done by the admin- 
istrator. 

It, in effect, puts the court in the position of the administrator and 
requires the courts to determine the question of policy and the ques- 
tion of expertness which the administrator alone is best fitted in the 
view of the Congress to perform. 

It lays the burden upon the court which is inappropriate to the 
court. 

Chief Justice Hughes was saying a very wise thing when he said 
that administering the application of the statutes of Congress, the 
various administrative statutes which it passes, the application of 
these statutes should be by the administrator, by a short-term admin- 
istrator who is accountable to the public through the political meas- 
ures which our Government provides, so if his work is not satisfactory 
he may be changed, and that that sort of task should never be assigned 
to the courts, because it is not within the proper function of the courts 
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and will bring an attack upon the courts which cannot be changed by 
pure political measures. 

‘That, in the main, is the position I wish to state to you gentlemen 
of the committee that the de novo appeal provision of the bill fastens 
upon the court a duty which is not suited to courts and should be left 
in the hands of the administrator. 

If the Congress or this committee should feel that the administrator 
is not conducting his hearings with respect to pesticide regulation in 
an efficiently adjudicatory manner the committee can recommend fur- 
ther provisions in the act to require that and if the public feels that 
the administrator is not carrying out the act in a proper way it has 
its political remedy which should not be indulged in in the courts. 

I suggest also, if the committee please, that if you should be advised 
as the result of our recommendations to remove the de novo provision 
from the act so that the courts will not be holding trials in respect 
of this sort of action, then the review of the regulatory action of the 
administrator should be in the United States circuit courts of appeal 
and not in the United States district courts. 

In other words, the pattern of the act already established by Con- 
gress should be followed. The act now provides both with respect to 
the limited adjudicatory action in one feature of the act and with 
respect to the regulatory action in its general features that a review 
may be had in the United States court of appeals in the circuit in 
which the aggrieved person has his residence or his principal place 
of business. 

That is proper because the litigants ought not be forced to come to 
Washington from every part of the United States to litigate their 
cases before the courts. Therefore, if you should eliminate the de 
novo hearing provisions from this bill I suggest respectfully that it 
would be better to have the review in the United States courts of a ppeal 
generally and not just the United States court of appeals here. 

If you should see fit not to adopt the recommendation we suggest 
and leave the de novo provision in the bill, then I suggest the review 
should be by any United States district court in the country, not just 
the District of Columoia. ‘That is not because we are seeking to escape 
duties, though we have plenty as Judge Morris will inform you, but 
we think from the snedaislas of the litigants it is better for them to 
have an opportunity to go to their own jurisdiction rather than have 
to come to Washington. 

I suggest, also, that the de novo provisions and with the additional 
unwarranted procedure, they will slow up the processes of adjudica- 
tion unduly. If you first have to have a hearing of a quasi-legislative, 
quasi-judicatory character before the board or the commission and 
then even have a hearing before the United States district and the 
court of appeals you have such a long-drawn-out process it takes too 
long to make the act effective. 

I also suggest, respectfully and with deference to those who may 
be better informed than I with respect to the background of this par- 
ticular act, that the whole bil] seems unnecessary at least in its rela- 
tionship to the courts because the act at the present time, the Food, 
Drug, and Cosmetic Act, at the present time, provides a means of 
review in the circuit courts of appeal of the regulatory action of the 
commission. 
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Why should pesticides be given different treatment? This bill 
provides that—very briefly, all it provides so far as the main fea- 
tures of the act are conce rned—food shall not be considered as adul- 
terated if it contains a pesticide provided the pe stic ide has been within 
a given tolerance established by regulation of f the commissioner or 
the tolerance has been exempted. 

Why should there be any different review in respect to that sort 
of problem than any other feature of the act? That, gentlemen, is 
my point of view and I thank you most respectfully for your atten- 
tion. I would like to have you hear brie fly “a Judge James Morris, 
presently in the absence of Judge Laws, the presiding judge of the 
United States district court. 


STATEMENT OF HON. JAMES W. MORRIS, JUDGE, UNITED STATES 
DISTRICT COURT FOR THE DISTRICT OF COLUMBIA 


Judge Morris. Mr. Chairman and gentlemen of the committee, I 
feel that it is proper that I should make a brief statement that has 
been suggested because the bill under consideration lodges in our 
court and our court alone this unique task that has been referred to by 
Judge Stephens. 

It would be absolutely unnecessary and burdensome to the com- 
mittee for me to undertake to again say what has been so well said 
by Chief Judge Stephens. It is in consideration of those things that 
members of our court in executive sessions after the appointment of 
a committee consisting of Judge Schweinhaut, Judge Bastian, and 
myself as chairman, investigated and made a report unanimously 
expressing their view that it would be a piece of unwisdom to enact 
such legislation as this proposed. We very seldom express ourselves 
on proposed legislation but when it is something that so directly 
affects the courts as this does and our court in particular we felt it 
was only appropriate to place ourselves in a position to advise the 
committee if they chose to hear us of our view in this matter. It was 
based upon the matters that Judge Stephens has so well said. In 
a word, it is doing something that is extraordinarily novel and I think 
quite a departure from the principles that we have so stanchly recog- 
nized to be controlling and that is, I think, it would horrify you 
gentlemen if the courts seemed to feel it to be their duty to pass on 
the wisdom of legislation that the Congress passes. 

We feel that we have no such possible duty and ought not in any 
sense to indulge in it, that it is for the Congress to express the wisdom 
and policy, it is for the courts only to say as to the validity of it. 
This is exactly the same thing because, as Judge Stephens has so aptly 
said, the regulatory power of an administrative agency is but the 
extension of the legislative power that you gentlemen give to it. It 
is to implement what you have determixed to be the policy. 

Now to say that the courts should pass on the w ilies or unwisdom 
of that refutes itself on its face. We should there be called upon as 
in the other instance to pass upon the validity of it and no one is 
seeking to shirk that duty. 

I think it will continue to be an essential judicial function that you 
gentlemen will expect us to perform to examine into the validity of 
regulatory action or adjudicatory action by administrative bodies 
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and it is for you to determine to what extent that review should be 
but again we say that we think it is beyond contemplation that you 
should charge the courts with the duty of passing upon the policy 
or wisdom of enacting a given regulation. That is the whole thing. 

With respect to the other matters that Judge Stephens has alluded 
to I join heartily with him in the recommendations as to what we 
think would be the correct treament of the problem and it is not for 
us to suggest to the Congress how it ought to do but we do wish to 
call to your attentien what appears to us a departure from the gen- 
erally accepted and as I though not challenged necessity for the divi- 
sion between the legislative and the judicial power. 

Thank you. 

Judge Srepuens. May I add this word, gentlemen of the commit- 
tee? I know there is no doctrine of stare decisis applicable to the 
Congress. 

Nevertheless, Congress does consult its previous action because its 
previous action is presumably wise and I would like to remind the 
committee that I appeared here 2 years ago with the consent of the 
committee in opposition to a similar provision in H. R. 3298 which 
had to do with the issuance of lists of drugs which were required to 
have prescriptions. That bill provided for de novo hearing in the 
United States circuit courts of appeals and I appealed to the com- 
mittee year before last to reject that because that was an even more 
unwise provision and the committee did reject it and the bill was not 
enacted, 

Now this bill does not provide for de novo hearing in the United 
States courts of appeal but it does provide for such a hearing in 
the United States District Court and it is equally offensive it seems 
to us to the proper distinction between judicial and administrative 
action. 

I would like to have the privilege, if I may, to file with the clerk 
of the committee a brief written statement which I have now in the 
course of preparation and will have it ready to file by tomorrow I 
think. I would like also to offer to answer any questions which the 
committee might like to ask me if I have not made myself entirely 
clear. 

Mr. Wotverton. Judge, it is not our privilege to have you attend 
our hearings as frequently maybe as would be helpful to the com- 
mittee. We realize in many instances that in our action as a committee 
we at least have to assume to have some of the knowledge that reposes 
in the court, in our drafting of legislation, trusting that we will do 
it in a way that will meet the favorable opinion of the court when 
it is afterwards challenged. That is from the standpoint of its 
validity. So that when you do find it possible to come before a com- 
mittee we realize that you do it because of a very deep and sincere 
opinion that you wish to express and that you do it in order to enable 
the committee to have the best possible type of legislation. 

I so interpret the appearance of yourself and your associate, Judge 
Morris, here this morning that you see in this provision what could 
be a very unfortunate situation and for that reason you feel impelled 
to come here and give us the benefit of your opinion based upon a large 
experience that you have had. 
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I can say to you that we are always pleased to have you. AsI under- 
stand your viewpoint, putting it in a very few words, it is that there 
be no change with respect to the jurisdiction that now is fixed in the 
act relating to the food and drug administration in other particulars. 

Judge Srepnens. Yes; we think the appellate provisions of the act 
as it now stands are adequate, so far as the reviewing power in the 
courts is concerned. 

Mr. Wotverron. So that we understand that, that you are of course 
familiar with the present law and you are satisfied with that and that 
you see no reason why there should be any deviation with respect to 
pesticides as provided for in this particular bill. 

Judge Srerpuens. So far as the review provisions are concerned, 
that is our position. 

Mr. Wotverton. That is what I meant, the review provisions. 

Judge Sternens. So far as the policy of the act is concerned, with 
reference to providing that food shall not be adulterated, that it not be 
considered adulterated if it contains pesticides within a tolerance or 
exemption that is a question of policy for the committee and Congress 
to determine, and we make no recommendations on that at all. 

Mr. Wotverton. With the opinion you have expressed, and Judge 
Morris also, the views you have given expression to, we will have in 
mind as we proceed with the hearings on the bill to ascertain to what 
extent, if any, others may think it necessary in this particular instance 
to make a change, so that we are appreciative of your presence and 
the help that you have given the committee in this matter. 

Judge Steruens. I might say there that under the Constitution reg- 
ulatory action does not require a due-process hearing. The Constitu- 
tion requires due-process hearings for strictly adjudicatory action 
involving personal property rights. 

So far as issuance of rules is concerned, rules and regulations by 
commissions, there is no requirement in the Constitution for a due- 
process hearing even when you enact this statute. 

However, Congress in passing the Administrative Procedure Act, 
with which you are all familiar, has provided for a kind of hearing 
to be carried on by administrators in promulgating rules and regula- 
tions. 

You are familiar with it. It requires notice of such a hearing, and 
persons interested are entitled to appear and present their data in 
writing and not accorded the privilege of oral hearing. Some of the 
statutes, I believe, go further and permit oral hearing. Those are 
statutory rights to hearing, however, rather than constitutional. Of 
course, it may be—I do not pretend to be an expert in the field of 
pesticides or drugs and foods generally, and that is one of the rea- 
sons why perhaps Chief Justice Hughes prophesied it would not be 
ever wise for the courts to immerse themselves into the details of 
legislation and the expert aspects of them. ‘There may be reasons 
why the provisions for hearings before the Administrator should be 
larger in respect to pesticides than they are in respect of other drugs 
or other food articles. 

That I know nothing about because I have not any great expert- 
ness in the field of foods, drugs, and pesticides but that has to do with 
the nature of the hearing before the Administrator but so far as the 
review provisions are concerned, the review in the United States Courts 
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of Appeals the pattern of the act is substantially like that in respect 
of all of the other great Federal commissions and boards. It is true 
that we review the hearings before the Federal Trade Commission and 
the National Labor Relations Board and the Securities and Exchange 
Commission, Civil Aeronautics Board, Federal Communications Com- 
mission and there the Congress provided that before there can be a 
refusal of an application for broadcasting license or certificate of con- 
venience and necessity or the registration of stock there shall be « 
intirlina made upon a eore — recommendations and findings of 
fact and conclusions of law by the Commissioner and the Board. 

Congress has made vaxien. sdaasiugneta with respect to hearings 
before the commissions and boards themselves. As to what they 
should be I have not spoken to this morning. I speak only with re- 
spect to the review in the United States circuit courts of appeal and 
the United States district courts. 

I thank you for the privilege. It is a very real privilege to appear 
before this committee. This is the third time I have come here in 
my capacity as a member of the Judicial Conference of the United 
States to advise the committee with respect to matters affecting the 
courts and I must say that the respectful and courteous and attentive 
hearing I have had has been a very great pleasure to me and I thank 
you. 

Mr. Wotverton. Judge Stephens, you have asked for the privilege 
of filing a statement supplementary to what you have stated. ‘That 
privilege is granted. 

(The statement of Judge Stephens follows: ) 


STATEMENT BY HAro_p M. STEPHENS BEFORE THE SUBCOMMITTEE OF THE COMMITTEE 
ON iNTERSTATE AND F OREIGN COMMERCE, HOUSE OF REPRESENTATIVES, CONCERNING 


H. R. 4277 


My name is Harold M. Stephens. I appear before the committee in my 
capacity as chief judge of the United States Court of Appeals for the District 
of Columbia Circuit. In that capacity I reflect the views concerning H. R. 
4277 of all the circuit and district judges of the circuit. At the Judicial Con- 
ference of the circuit held in the District of Columbia on June 12, 1953, H. R. 
4277 was considered and the judges unanimously voted to recommend to the 
Congress that that bill in its present form be not enacted. I appear also in 
my capacity as a member of the Judicial Conference of the United States, and 
in so duving I reflect the views of the 11 chief judges, including myself of the 
United States courts of appeals, who, together with the Chief Justice of the 
United States, constitute that body.’ The most recent session of the Judicial 
Conference was March 26, 27, 1953. But H. R. 4277 was introduced in the 
House only on March 26 and it was not called to the attention of the conference 
at that session. Therefore, the conference in session has had no opportunity 
tu consider H. R. 4277. But I have by telephone discussed the bill with each 
of the other 10 chief judges, and each of them has authorized me to speak for 
him in recommending that H. R. 4277 in its present form be not enacted. I do 
not express the view of the Chief Justice of the United States since it has not 
been possible because of his absence from Washington to discuss the bill with him. 


I 


The purpose of H. R. 4277 is to require the Federal Security Administrator 
under the Federal Food, Pras, and Cosmetic Act to promulgate regulations estab- 
lishing a tolerance for any poisonous or deleterious pesticide to the extent neces- 
gary to protect the public health, or exempting any pesticide from the necessity 


1 By virtue of sec. 331 of title 28 of the United States Code the Judicial Conference of 
the United States is required by the Congress to make recommendations for legislation 
respecting the business of the courts. 
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of a tolerance when such a tolerance is not necessary to protect the public health.’ 
Under H. R. 4277 the issuance of such a regulation may be initiated in two ways: 
i. e., either by filing with the Administrator a petition proposing the issuance 
of a regulation, or by the Administrator upon his own initiative proposng the 
issuance of a regulation. If a person files a petition proposing the issuance of 
a regulation, “the Administrator shall, after giving due consideration to the data 
submitted or otherwise before him and after certification by the Secretary of 
Agriculture that the pesticide named in the petition is useful for the purpose for 
which the tolerance or exemption is sought, make public a regulation (a) estab- 
lishing a tolerance for the pesticide named in the petition or (¥) exempting the 
pesticide from the necessity of a tolerance, unless * * * the person filing the 
petition requests that the petition be referred to an advisory committee * or if 
the Administrator * * * otherwise deems such referral necessary * * *” (p. 4, 
lines 3-14). ‘The bill provides that if the petition is referred to an advisory com- 
mittee, “the committee shall, after independent study of the data submitted tu 
it by the Administrator and other data before it, certify a report and recom- 
mendations on the proposal in the petition to the Administrator. Within 30 days 
thereafter, the Administrator shall, after giving due consideration to the data 
before him, including the report and recommendations of the advisory committee, 
make public a regulation * * *” (p. 5, lines 3-10). The bill then provides that 
a regulation will be effective upon publication (p. 5, lines 13-15). However, 
“within 90 days after publication, any interested person may file o} jections 
specifying with particularity the changes desired in the regulation and stating 
reasonable ground therefor. Copy of the objections shall be served on the peti- 
tioner, if the proposed regulations were issued pursuant to a petition. The peti- 
tioner shall have 2 weeks to reply to the objections. As soon as practicable there- 
after, the Administrator shall make public his action in affirming, modifying, or 
revising the regulation objected to. Such action shall be effective upon publi- 
eation. The Administrator shall base his order * * * on substantial evidence 
of record, including any report or recommendation of an advisory committee, 
and shall set forth as part of the order detaiied findings of fact upon which the 
order is based” (p. 5, line 16; p. 6, line 6). 

In the event that the Administrator decides to propose upon his own initiative 
the issuance of a regulation, the bill contemplates (page 6, lines 7-17) that he 
shall publish such proposal in general terms and shall give any interested person 
30 days after such publication within which to file a petition proposing the 
issuance of a regulation. If no such petition is filed, the proposal shall be 
published as a regulation and shall become effective upon publication. Such 
regulation shall then be subject to the clause of the bill, quoted above, providing 
for the filing of objections by any interested person and the required actions of 
the Administrator in connection therewith. 

There then follows, commencing on line 3 of page 8 of the bill, the provision 
in respect of which this statement is presented. It reads as follows: 

“(i) Any person filing a petition under this section or filing objections under 
* * * this section who will be adversely affected by any order under * * * this 
section may appeal from such order by filing in the United States District Court 
for the District of Columbia, within sixty days after the entry of the order, a 
petition praying that the order be mod fied, amended, or set aside in whole 
or in part. A copy of the petition shall be forthwith served upon the Adminis- 
trator, or upon any officer designated by him for that purpose, and thereupon 
the Administrator shall certify and file in the court a transcript of the entire 
record including a copy of the Administrator’s findings, conclusions, and order, 
both proposed and final, including any objections, and replies filed thereto, any re- 
port or recommendations which may have been made by the Pesticides Advisory 
Committee together with copies of the original petition and supporting data 
upon which the case was heard and submitted to the Administrator. Such 


2H. R. 4277 would add to sec. 201 of the act a paragraph defining the term “pesticide” 


as “anv substance or mixture of substances used in the production, storage, or transporta- 
tion of food which is intended for preventing, destroying, repelling, or miticating any 
insects, rodents, fungi. or weeds, and other forms of plant or animal life or viruses, except 
viruses on or in living man or other animals.” Sec. 402 (a) (2) of the act would he 


amended to provide that a food shall be deemed adulterated “if it bears or contains any 


poisonous or celeterious pesticide which is unsafe within the meaning of sec. 407." The 
proposed sec. 407 of the act would provide that any poisonous or deleterious pesticide ndded 
to a food shall be deemed unsafe unless the quantity thereof does not exceed the limits of 
a tolerance prescribed by the Administrator or the pesticide has been exempted from the 
requirement of a tolerance by the Administrator 

* The composition of such an advisory committee and the manner of appointment and 
compensation of its members are provided for on page 7 of the bill. 
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petition and transcript certified by the Administrator shall upon filing in the 
district court constitute the pleadings and the evidence upon which the trial 
shall proceed subject to the right of the court to allow the taking of such oral 
testimony which may be necessary and relevant to the pleadings and the evidence, 
Upon such filing, the court shall have exclusive jurisdiction to affirm or set aside 
the order complained of or to make findings of fact on the evidence with an order 
to the Administrator to modify or amend his orcer in conformity thereto, pro- 
vided that the court shall consider and weigh the evidence before it de novo 
and no presumtive force or effect shall be given to the validity of the order 
complained of.” [Emphasis supplied.] 


II 


The provisions of the bill that ‘the court shall consider and weigh the evidence 
before it de novo and no presumptive force or effect shall be given to the validity 
of the order complained of,’ and that ‘the trial shall proceed subject to the 
right of the court to allow the taking of such oral testimony which may be 
necessary and relevant to the pleadings and the evidence,” and that the court 
may “make findings of fact on the evidence,” are in effect a requirement that 
ap appeal from an order of the Administrator be in the nature of a trial de 
novo. The same subsection of the bill contemplates that the appeal be upon 
“a transcript of the entire record including a copy of the Administrator’s find- 
ings, conclusions and order, both proposed and final, including any objections, 
and replies fited thereto, any report or recommendations which may have been 
made by the Pesticides Ad isory Committee together with copies of the original 
netition and supporting data upon which the case was heard and submitted to 
the Administrator.” For the reasons set forth in the following topics it is 
recommended that the requirement for a de novo trial in the court be eliminated. 


III 


An appeal upon a record and findings of fact is inconsistent with the holding 
of a de novo trial. A de novo trial, as its name implies, means a completely new 
trial, i. e., one held without reference to what has occurred before. In an 
appeal upon a record and findings of fact from an order of an administrative 
agency, on the other hand, the general function of the courts is that of deter- 
mining whether or not the administrative agency has acted according to law. 
The function of the courts is to determine whether or not the statutes governing 
the action of the agencies have been lawfully enacted, i. e., within the limits of 
the Constitution, what the statutes mean, if ambiguous, whether or not the 
agencies have acted within or without the limitation of the statutes defining 
their duties, and whether or not, in dealing with the persons subject to their 
authority, the agencies have accorded due process of law. In determining 
whether due process of law has been accorded, the courts determine whether or 
not there is substantial evidence to support the findings of the agencies, whether 
or not the ultimate conclusions of the agencies are reached rationally from the 
findings and according to law. If the proceeding before the administrative agency 
has been of an adjudicatory nature, or where rules are required by statute to be 
made after opportunity for an agency hearing, the courts on review must also 
determine whether or not the proceeding of the agency has accorded notice and 
fair hearing, opportunity to introduce evidence, right to cross-examination, and 
right to argue to the officer who decides. 


IV 


A de novo trial is an unnecessary safeguard, because all final actions of 
administrative agencies (with certain stated exceptions not relevant here), 
whether taken in the exercise of their rulemaking or in the exercise of their 
adjudicatory power, are subject to the judicial review provisions of the Ad- 
ministrative Procedure Act (act of June 11, 1946, 60 Stat. 245, 5 U. 8S. C. 1001 
et seq.). That act provides in section 10 (e)—(scope of review) : 

“(e) So far as necessary to decision and where presented the reviewing 
court shall decide all relevant questions of law, interpret constitutional and 
statutory provisions, and determine the meaning or applicability of the terms 
of any agency action. It shall (A) compel agency action unlawfully withheld 
or unreasonably delayed; and (B) hold unlawful and set aside agency action, 
findings, and conclusions found to be (1) arbitrary, capricious, and abuse of dis- 
cretion, or otherwise not in accordance with law; (2) contrary to constitutional 
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right, power, privilege, or immunity; (3) in excess of statutory jurisdiction, 
authority, or limitations, or short of statutory right; (4) without observance 
of procedure required by law; (5) unsupported by substantial evidence in any 
case subject to the requirements of sections 7 and 8 or otherwise reviewed on 
the record of an agency hearing provided by statute; or (6) unwarranted by 
the facts to the extent that the facts are subject to trial de novo by the reviewing 
court In making the foregoing determinations the court shall review the whole 
record or such portions thereof as may be cited by any party, and due account 
shall be taken of the rule of prejudicial error.” June 11, 1946 (c. 324, section 
10, GO Stat. 243).* 

Such a review is an adequate safeguard to the interests both of the Administra- 
tor and of the appealing parties without the necessity of calling witnesses anew 
and making a new record in the court of appeals in a de novo trial. Especially 
is this true in view of the decisions of the Supreme Court in Universal Camera 
Corporation v. National Labor Relations Beard (340 U. S. 474 (1951)) and in 
the companion case of National Labor Relations Board v. The Pittsburgh Steam- 
ship Company (340 U. S. 498 (1951)). Though the essential issue raised in 
these cases was the effect of the Administrative Procedure Act and of the Taft- 
Hartley Act upon the duties of the United States court of appeals when called 
upon to review orders of the National Labor Relations Board, the opinions are 
written in terms sufliciently broad to make the rulings of the court applicable 
to the standards of judicial review in appeals from order of Federal boards, 
commissions, and agencies generally. With respect to these standards of judicial 
review the court said, inter alia: 

“Whether or not it was ever permissible for courts to determine the substan- 
tiality of evidence supporting a Labor Board decision merely on the basis of 
evidence which in and of itself justified it without taking into account contradic- 
tory evidence or evidence from which conflicting inferences could be drawn, the 
new legislation definitely precludes such a theory of review and bars its practice. 
The substantiality of evidence must take into account whatever in the record 
fairly detracts from its weight. 

* * > o oe ” Me 


“Congress has merely ma‘e it clear that a reviewing court is not barred from 
setting aside a Board decision when it cannot conscientiously find that the evi- 
dence supporting that decision is substantial, when viewed in the light that the 
record in its entirety furnishes, including the body of evidence opposed to the 
Board's view. 

7 7 ” . * * ~ 


“We conclude, therefore, that the Administrative Procedure Act and the Taft- 
Hartley Act direct that courts must now assume more responsibility for the rea- 
sonableness and fairness of Labor Board cecisions than some courts have shown 
in the past. Reviewing courts must be influenced by a feeling that they are not 
to abdicate the conventional judicial function. Congress has imposed on them 
responsibility for assuring that the Board keeps within reasonable grounds. That 
responsibility is not less real because it is limited to enforcing the requirement 
that evidence appear substantial when viewed on the record as a whole by courts 
invested with the authority and enjoying the prestige of the courts of appeals. 
The Board's findings are entitled to respect; but they must, nonetheless, be set 
aside when the record before a court of appeals clearly precludes the Board’s 
decision from being justified by a fair estimate of the worth of the testimony of 
witnesses or its informed judgment on matters within its special competence 
or both. 

> . ° > ~ 7 + 


“Whether on the record as a whole there is substantial evidence to support 
agency findings is a question which Congress has placed in the keeping of the 
courts of appeals. This court will intervene only in what ought to be the rare 





*“Agency action” as defined in sec. 2 (g) of the Administrative Procedure Act “in- 
eludes the whole or part of every agency rule, order, license, sanction, relief, or the equiva- 
lent or denial thereof, or failure to act."” The Administrative Procedure Act further 
provides, in sec. 10 (a), that “Any person suffering legal wrong because of any agency 
action, or adversely affected or aggrieved by euch action within the meaning of any relevant 
statute, shall be entitled to judicial review thereof.” The act further provides in defining 
actions reviewable, in paratraph 10 (c), that “Every ageney action made reviewable by 
statute and every final agency action for which there is no other adequate remedy in any 
court shall be subject to judicial review.” Thus the Administrative Procedure Act contem- 
plates judicial review of rulemaking as well as of adjudicatory action of administrative 
gencies 
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instance when the standard appears to have been misapprehended or grossly 
misapplied” (340 U. 8. 474, 487, 488, 490, and 491 (1950) ). 


Vv 


It is to be noted further that the provision in the bill for a de novo hearing 
in the event of an appeal to the court seems to be aimed at accomplishing a due 
process hearing requisite for adjudicatory action, i. e., a hearing in which each 
party shall have opportunity to know of the claims of his opponent, to hear the 
evidence introduced against him, to cross-examine witnesses, to introduce evi- 
dence in his own behalf, and to make argument. There is no doubt that the due 
process clause requirement of such a hearing is applicable to the quasi-judicial 
(i. e., adjudicatory) proceedings of administrative agencies. Londoner v. Denver 
(210 U. S. 378 (1908)); Radio Commission vy. Nelson Bros. Co. (289 U. 8S. 266 
(1933) ) ;Morgan v. United States (304 U. S. 1 (19388)). But it is equally clear 
that the hearing requirement of the due process clause is not applicable to such 
actions of a‘lministrative boards and agencies as are taken in the exercise of 
their rulemaking as distinguished from their adjudicatory power. Bowles y. 
Willingham (321 U. S. 5038, 519 (1914)); Bi-\Metullic Co. v. Colorado (239 U. S. 
441 (1915)); Willupoint Oysters v. Ewing (174 F. 2d 676 (9th Cir. 1949)). The 
action of an administrative agency is adjudicatory in character if it is particular 
and immediate. It is of rulemaking character when it is general and future in 
effect. Louisville & Nashville R. R. Co. v. Garret (231 U. S. 298, 305 (1913)); 
Prentis v. Atlantic Coust Line (211 U. S. 210, 226 (1908)). The action of the 
Administrator made reviewable under H. R. 4277—the promulgation of regulations 
establishing a tolerance for any poisonous or deleterious pesticide or exempting 
such a pesticide from the necessity of a tolerance—is of rulemaking rather than 
of adjudicatory character. The Congress can, of course, require rules to be mate 
after opportunity for an agency hearing, and where it has done so the require- 
ments of sections 7 and 8 of the Administrative Procedure Act, which reflect the 
due process clause hearing requirement, are applicable. But in the absence of a 
specific statutory requirement for an agency hearing in the promulgation of rules, 
the Congress has provided, in section 4 (b) of the Administrative Procedure Act, 
that in the exercise of rulemaking power an agency shall merely “afford inter- 
ested persons an opportunity to participate in the rulemaking through submis- 
sion of written data, views, or arguments with or without opportunity to present 
the same orally in any manner * * *,” 

If it is the desire of Congress to require under H. R. 4277 that the Admin- 
istrator shall hold a hearing of due process character in promulgating regulations 
concerning pesticides, then this should be expressly provided for in the bill. It 
is not clear from the bill that this is contemplated. If this is done, there 
should be no provision for a de novo hearing in any court. Two due process 
hearings are not necessary. 


VI 


It is submitted further that the requirement in H. R. 4277 of a de novo trial 
to review the regulations of the Administrator will require the court to perform 
a function partaking of both legislative and administrative character. Con- 
gress, in enacting statutes providing for regulatory action, is declaring a policy. 
Since Congress cannot, within the broad terms of such a statute, spell out all 
of the details of the policy, it necessarily leaves to a board, commission, or 
administrator the duty of carrying the declared policy into effect through the 
issuance of regulations and through the application of such regulations to the 
persons and subject matter within the field to be regulated. In the promulgating 
of regulations the Administrator is discharging a legislative function; in apply- 
ing them he is exercising administrative judgment and discretion. In formu- 
lating and promulgating regulations and in applying them, the Administrator 
is concerned with the policy of the act and must exercise judgment, discretion, 
and expertise. All of this is quite different from the proper function of the 
courts. Judicial review of administrative action is, as has been outlined above, 
limited to the determination of whether or not errors of law have been com- 
mitted by the administrative agency, and a court of review exhausts its power 
when it lays bare a misconcept of law and compels correction. Cf. Scripps- 
Howard Radio v. Federal Communications Commission (316 U. 8. 4, 10a (1942) ). 
The wisdom or expediency of the action is not the concern of the court. Cf. 
Securities and Eachange Commission v. Chenery Corporation (332 U. S. 194, 
207 (1947)). But, under H. R. 4277, if enacted, the court, in the taking of 
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oral testimony, in considering and weighing the evidence de novo without giving 
presumptive force or effect to the validity of the order appealed from, and in 
itself modifying or amending the order in conformity with its findings of fact, 
will, in effect, be performing in substantial measure the very functions of legis- 
lative and administrative character which are properly assigned only to the 
Administrator himself. 

More than 45 years ago, when administrative law as it is now known was 
still in its infancy, Charles Evans Hughes, then Governor of New York, foresaw 
the problems which would arise if the courts were burdened with functions 
properly belonging to the administrative agencies. In a now famous speech 
delivered at Elinira, N. Y., on May 3, 1907, he said: 

“* * * IT do not want to see any direct assault upon the courts, nor do I 
want to see any indirect assault upon the courts. And I tell you, ladies and 
gentlemen, no more insidious assault could be made upon the independence 
and esteem of the judiciary than to burden it with these questions of admin- 
istration, questions which lie close to the public impatience, and in regard to 
which the people are going to insist on having administration by officers directly 
accountable to them. 

“Let us keep the courts for the questions they were intended to consider. 
When questions of property rights are involved—the constitutional right to 
hold property and not to be deprived of it without due process of law is in- 
volved; when, under the guise of regulation or authority to supervise railroad 
management, there is an assumption of arbitrary power not related to public 
couvenience; when there is a real judicial question—let the courts have it and 
every good citizen will stand aside and hope to see it decided fairly and with 
even-handed justice. 

“When you deal with matters of this sort, you may be sure that there will 
be a variety of questions, which, whatever the fact may ultimately be proved 
to be, can, by astute lawyers, be said to involve such judicial matters, and there 
will be abundant opportunity for review of everything that should be reviewed. 
But to say that all these matters of detail which will be brought before the 
commission—tmatters requiring men to give their entire attention to the sub- 
ject, to get their information in a variety of ways, to have hearings of those 
interested, and to deal with questions from a practical standpoint—should, 
at the option of the corporations, be taken into court, is to make a mockery of 
your regulation. And, on the other hand, if that policy should succeed, it would 
swamp your courts with administrative burdens, and expose them to the fire 
of public criticism in connection with matters of this description, from which 
I hope they will be safeguarded. 

“You must have administration, and you must have administration by adminis- 
trative officers. You cannot afford to have it otherwise. Under the proper 
maintenance of your system of government, and in view of the wide extension of 
regulating schemes which the future is destined to see, you cannot afford to 
have that administration by your courts. With the courts giving a series of 
decisions in these administrative matters hostile to what the public believes, 
and free from that direct accounting to which administrative officers are sub- 
ject, you will soon find a propaganda advocating a short-term judiciary, and 
you will turn upon our courts—the final safeguard of our liberties—that hostile 
and perhaps violent criticism from which they should be shielded, and will be 
shielded, if left with the jurisdictions which it was intended they should 
exercise.” (Extension of remarks of Hon. Alben W. Barkley, of Kentucky, in 
the Senate of the United States, May 6 (legislative day of April 24), 1940. Ad- 
dress by Gov. Charles Evans Huches before E'mira Chamber of Commerce, 
Mav 3, 1907. Congressional Record, vol. 86, pt. 15, 76th Cong., 3d sess., April 25, 
to June 6, 1940, appendix.) 

There are further practical objections to requiring the court in an appeal 
from an order of the Administrator to act de novo. One such objection is that 
this will unduly extend the administrative-judicial process with the result of 
delaying unduly the ultimate effectiveness of regulations. The administrative- 
judicial process will consist first of the prescribed consideration by the Adminis- 
trator of the data, advisory committee report and objections at the adminis- 
trative level; then the appeal as of right to the district court with de novo 
consideration; then a further appeal, as of right, to the United States court 
of appeals; and finally, the possibility of a review by the Supreme Court 
of the United States on certiorari of the order of the court of appeals. In the 
absence of the de novo provision, there would be under the recommendation 
which is made below, only a review in a United States court of appeals of the 
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order promulgating the regulation with possibility of review on certiorari there- 
after in the Supreme Court. Ancther practical objection is that the require- 
ment for de novo consideration by the court of the action of the Administrator 
will overburden the court. The taking of oral evidence on technical subjects 
such as those within the province of the Foc d, Drug, and Cosmetic Administrator, 
particularly in respect of pesticides, will require the consideration of expert 
testimony for the court adequately to inform itself concerning the wisdom and 
providence and practical effect of regulations. It will be a long-drawn-out and 
arducus process. The United States District Court for the District of Colum- 
bia is already much overburdened. Of the approximately 90,000 cases filed 
in the United States district courts throughout the United States in the fiscal 
year 1953, over 10 percent were filed in that court. 

It is accordingly recommended that the provisions of H. R. 4277 requiring 
trial de novo in the district court be eliminated. Specifically, it is recommended 
that the following sentence commencing in line 20, on page 8, of the bill be elim- 
inated: “Such petition and transcript certified by the Administrator shall, upon 
filing in the district court, constitute the pleadings and the evidence upon which 
the trial shall proceed subject to the right of the court to allow the taking of 
such oral testimony which may be necessary and relevant to the pleadings and 
the evidence.” It is also recommended that in line 3 of page 9 the following 
words be eliminated: “or to make findings of fact on the evidence.” In lines 
5 to 7 of page 9 the following words should be eliminated: “provided that the 
court sall consider and weigh the evidence before it de novo and no presumptive 
force or effect shall be given to the validity of the order complained of.” 

If the committee accepts those recommendations, then it is also recommended 
that the bill be altered so as to vest jurisdiction of the appeals in the United 
States courts of appeals rather than in the United States District Court for the 
District of Columbia. The function of the courts of appeals, as heretofore pre- 
ser.bed by the Congress, is that of determining whether or not the trial tribunals, 
both administrative agencies and United States district courts, have conducted 
their proceedings according to law. This is disposed of by the consideration of 
printed briefs and records, the hearing of oral arguments, and the writing and 
publishing of vpinions. The review of orders of the Administrator promulgating 
regulations such as will be issued by the Administrator upon the enactment of 
H, RK. 4277 is thus within the normal function and practice of the courts of appeals. 
In this connection it should be noted that a person adversely affected by any 
other type of regulation of the Administrator under the Federal Food, Drug, and 
Cosmetic Act may secure judicial review thereof by filing a petition “with the 
United States court of appeal for the circuit wherein such person resides or has 
his principal place of business” (21 U. 8. C. A. 371 (f) (1)). Jurisdiction of 
the appeals under H. R. 4277 should therefore be vested in all the courts of 
appeals rather than be restricted to the Court of Appeals for the District of 
Columbia Circuit—this so that persons outside of the District of Columbia claim- 
ing tu be aggrieved by the orders of the Administrator promulgating pesticide 
regulations will not have to seek review in the District of Columbia. It is recom- 
mended, therefore, that the words “in the United States District Court for the 
District of Columbia,” in lines 7 and 8 of page 8, be eliminated, and that the words 
“with the United States court of appeals for the circuit wherein such person 
resides or has his principal place of business” be substituted. 

If the committee does not accept the recommendation that the de novo trial 
requirement be eliminated, it is recommended that the words “in the United 
States District Court for the District of Columbia,” in lines 7 and 8 of page 8 of 
the bill, be eliminated, and that the words “with the United States District 
Court for the district wherein such person resides or has his principal place of 
business” be substituted. A district court is the proper court in which to hold a 
trial de novo, if such a trial is to be had; but, for the convenience of persons 
appealing from the orders of the Administrator, all of the district courts ought 
to have jurisdiction of the appeals, not merely the United States District Court 
for the District of Columbia. 


Mr. Wo tverton. Are there any questions by members of the com- 
mittee ? 

Mr. Sprincer. Judge, would you reneat that statement of a minute 
ago to be sure I did not misunderstand you—that there is no violation 
of due process of law or no provision for review; there is no violation 
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of due process of law because there is no court review allowed of the 
Administrator or regulatory action? Will you state that again? 

Judge Sreruens. I verhaps did not make myself clear. I was 
pointing out that the Constitution, in the due-process clause which 

requires hearing 

Mr. Sprincer. I have that before me and I am reading it now. 

Judge Streruens. The Constitution does not require hearings of the 
character which we accord in courts—in trial courts—for either the 
action of Congress in promulgating statutes or the actions of admin- 

istrators in promulgating regulations and placing the statutes into 
effect. 

Rulemaking is different from adjudication. The hearing require- 
ments of the due-process clause of the Constitution apply to adjudice 
tory action in the courts and adjudicatory action in the commissions 
if it really is adjudicatory action proper but not to rulemaking. 

The issuance of rules and regulations is not something that the 
Constitution requires to be done on a due- process hearing any more 
than the Constitution requires the Congress to have a hearing in pass- 
ing a statute. 

The Congress does have hearings before its committees, of course, in 
the interest of efliciency and accumul: iting information, but the Con- 
gress does not have to have them under the Constitution. It is only 
the adjudicatory body which the Constitution requires to have due- 
yrocess hearings such as involves the right to call witnesses, to be con- 
fr ‘onted by witnesses, and to cross-examine and to have public attention 
by the court. 

Mr. Sprincer. I may ask a question | there. Suppose you have, we 
will say, six carloads of apples in the State of Washington, and they 
are seized by the Pure Food and Drug Administration under this 
regulation right here. They are confiscated and held by the Federal 
Government. Is there any violation of due process of law in that 
situation providing he has no appeal? 

Judge Morris. He is talking about the due-process provision that 
requires a review. 

Judge Srernens. I think I have not made myself clear, or perhaps 
you have not, sir, with great respect, as to whether you want me to talk 
about review or the hearing before the commission. So far as review 
is concerned, the Constitution does not guarantee review at all. The 
Constitution of the United States does not require a review in a circuit 
of appeals of any decision either of the United States district court or 
of a commission. 

There is no constitutional requirement of review even of a criminal 
conviction. That is a matter of grace accorded by the Congress under 
the statute. We have built up in this country—and very properly— 
provisions for review in the circuit courts of appeal of a the deci- 
sions of the United States district courts and of the decisions of the 
Federal commissions, but that is not constitutionally guaranteed. It 
is provided by the Congress. 

When you talk about the hearings before the Board and Commis- 
sions you have to divide them into two classes of acts: The issuance 
of regulations which is in the nature of legislation and extension of 
the acts of Congress are not guaranteed a hearing by the Constitution 
but there the Congress has in some instances guaranteed hearings 
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under the Administrative Procedure Act and given right to review 
them in the circuit courts of appeal and when you come to adjudica- 
tory action where property rights or personal rights are involved 
then I think the Supreme Court has held in the Nelson case, involving 
the Federal Communications Commission, that where there is an at- 
tack by the Commission upon already established rights while they 
are in existence of a licensee that that cannot be modified or taken 
away because of its property right character without a hearing and 
of course the Supreme Court of the United States held in the Columbia 
broadcasting case that there is a right in the courts to review regu- 
lations issued by the Federal Communications Commission before the 
regulations have been applied to any particular broadcaster. That 
was the case in which the Federal Communications Commission is- 
sued a general regulation which forbade the renewal or the extension 
of licenses to broadcasters if they contained certain provisions in con- 
tracts with networks which the Commission thought were violations 
of the antitrust laws and the question arose in that case in the Supreme 
Court of the United States as to whether or not that sort of regula- 
tion was reviewable in the circuit courts of appeals and the Court held 
it was but not on constitutional grounds, only because the nature of 
the action was such that under the general statutes permitting re- 
views it was thought reviewable. 

Mr. Sprincer. That is true. Now you find some of them are and 
may I bring one to you that has been before this committee. 

You remember the Cardiff case in the United States Supreme Court. 

Mr. Wotverton. C-a-r-d-i-f-f? 

Mr. Sprincer. This was a food processer who was prosecuted and 
they entered into his building under a regulation whereby it was said 
that they had the right to enter and determine whether or not his 
food was in compliance with the Pure Food and Drug Act. 

He took that to the Supreme Court as a violation of search and 
seizure. In that kind of situation the regulation is reviewable. It 
etarted in the circuit court, went to the court of appeals and went 
to the Supreme Court. You have different kinds of regulations. 
Some are reviewable by the courts, some are not. Is that correct? 

Judge Srepuens. They are all reviewable if the Congress wants 
them reviewed. 

Mr. Srrtncer. I know that. 

Judge Strpuens. Some of them are reviewable as a matter of con- 
stitutional right. Certainly if a regulation falls foul of the Bill of 
Rights which prevents unlawful searches and seizures then of course 
it can be tested in the court. 

Mr. Sprincer. You have enlightened me on due process because 
1 did not know under due process you could not review this confisea- 
tion of a man’s property under a regulation and it would not be 
reviewable and I think it is not reviewable under what you have said 
that you could not review it under the due process provision of 
amendment 5; I had always understood you could review it. 

Judge Srernens. Of course you can always file a bill in equity in 
the United States district court where you can get jurisdiction of the 
defendant to stop arbitrary or unconstitutional action. 

Then you can get to the circuit court of appeals. 
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Mr. Sprincer. Here is the thing that disturbed this committee, some 
members of it, I am sure, and that is this question which has arisen 
here as it did in the Cardiff case of seizing a man’s property and hold- 
ing it and maybe it rots; there is not any duty upon the United States 
Government to preserve it and during this time this man has no 
appeal. You have his whole year’s crop under such a thing as you 
have here, an insecticide or pesticide where they have said it ‘contains 
too much arsenate or not enough arsenate, one or the other, you get 
the man’s property and you have it and he has not got any review. 

Here he is subject to this regulation. Now the point I am trying 
to bring out is if we do not give him some appeal what rights does 
he have if he does not have this right of review? It goes further than 
this law but I am orang An the practical result of this man’s six car- 
loads of apples which is his year’s crop and that has very well hap- 
pened to many growers in Washington and that is the thing that 
frightens this committee, to have this kind of thing which has been 
going on for some time under the pure Food and Drug to have this 
thing extended without giving him some right under the law to have 
that reviewed in an independent pody which we believe ought to be 
a court. 

I think you certainly have brought uP some points here that any 

erson who has been on the bench as I have realizes you people in 
WW Vashington should not be flooded with people from Washington and 
Florida, all coming to Washington to be heard. He ought to have it 
reviewed and the Pure Food and Drug ought to go to Florida to 
defend it there. 

I think you have a good point on that. I think the question of this 
de novo provision bothers me, whether it could not be done on review 
without a de novo hearing but I want you to get what this has in mind, 
which has a separate point of view from yours, we would like to 0 
along I think, with the judges whenever we can but I think this 
question of preserving the rights of these people who are growers 
has certainly seriously been questioned, I mean as to what their rights 
have been during the past few years to their property. 

When you mentioned this about due process of law that was the 
thing that seriously bothered me. 

Judge Streuens. Let me say this to you, that I am quite in sym- 
pathy with the plight in which businessmen and property owners 
find themselves at times in dealing with boards and commissions. I 
practiced law for a great many years and I practiced in the West 
where Mr. Horan practiced also, and I realize that there are some 
instances especially when the commissions are commencing their work, 
first 10 or 15 years of their work when they are tempted at times to 
be arbitrary because they do not realize the need of being otherwise. 

As the commissions get older and build up experience they adopt 
what amounts almost to judicial action in their manner of proceeding. 

I am quite sympathetic with the point of view of you and Mr. 
Horan where any action by a commission is of such character that 
it vitally affects property rights or personal rights which are guar- 
anteed by the Constitution, that it is entitled to a due process hearing 
somewhere, it is entitled to it either before the commission or before 
a court and the courts themselves recognized that and if the nature 
of the action which is proposed with respect to pesticides is such 
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that it really vitally affects one’s penpenty rights or one’s business 
deleteriously and arbitrarily, surely I agree with you that there must 
le a due process hearing somewhere either in the commission or in 
the court but what I am suggesting is that the proper place for the 
due-process hearing if there should be a due-process hearing with 
respect to this regulatory action should be in the tribunal, require 
it to give a due-process hearing, broaden the statutes requiring that 
if necessary, compel the commission to grant a due-process hearing 
which is all I have talked about this morning and let the review in 
the courts be on questions of law and not on questions of policy and 
fuct except to the extent we are required and permitted under the 
more recent decisions of the Supreme Court to review the whole 
record to see if there is substantial evidence to support actions of the 
commissioner. 

I think there is no difference between us on that. I was bringing out 
as a matter of constitutional technicality that the Constitution does 
not guarantee reviews if there has first been a due-process hearing 
in the trial tribunal whether commission or court and I do want to 

reiterate that if you put the first due-process hearing, if a due-process 
hearing is necessary, if you put the first one, the initial hearing, in 
the court rather than in the commission, you are carrying over into 
the field of the courts the necessity of the determining of policies as 
well as questions of law and determining questions of fact which 
require expert knowledge that the courts are not supposed to have 
and you would completely overwhelm our judicial system because there 
are thousands and thousands of these regulations being issued every 
year and they must be dealt with at the initial stage by the commission. 

Mr. Srrincer. Let me ask you this: Are you familiar with U. 8. 
v. Wunderlich? 

Judge Sreruens. I cannot remember the facts. 

Mr. Sprincer. Wunderlich is one situation we are trying to correct 
in Congress now which is on these World War II contracts where 
they are being renegotiated and the question of whether or not an 
Administrator can act under caprice or not. The circuit court of 
appeals did not hold that but the United States Supreme Court held 
fraud was the only ground you could have. 

As you see, these are questions of administration arising and we 
are presented with this; the Cardiff case was last month before this 
committee—we come to see some of the practical things that these 
growers are up against when they get into the question of some con- 
flict with the Food and Dr ug Administration and the continual harass- 
ment which they are put through and they are wondering where their 
rights are going to begin. I think you can understand that. 

Judge Srepiens. I not only understand it but I am sympathetic 
with it. I think the businessman and the grower ought to have as 
full and adequate hearing before the board or commission as is neces- 
sary to protect his property interests. 

Judge Morris. In view of the turn that this has taken and the 
statements that have recently been made, I should like to add one 
short statement to what has been said. I hold that there is absolutely 
no room in any department of our Government for arbitrary action 
and I think there ought to be rights accorded before the administra- 
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tive agency and I think there should be judicial review to correct 
arbitrary action and I think it lies within the competence of the 
Congress to so provide and nothing I have said this morning should 
be construed to mean that there should not be that review. 

I complain only when you say that the wisdom, not the validity 
of the action, should be determined by the courts. I think that where 
arbitrary action has been taken it is invalid and should be so held. 

Mr. Worverron. To keep the record straight, did I understand, 
Mr. Springer, that you had the Constitution in front of you? 

Mr. Sprincer. Yes, sir; the due-process clause. 

Mr. Wotverton. I just wanted these gentlemen to realize that the 
Members of Congress legislate with the ‘Constitution immediately in 
front of them. 

Judge SrrrHens. You are well fortified, gentlemen. 

Mr. Rocers. I do not get an opportunity to ask a judge questions 
very often. 

Judge SterHens. I will be glad to be questioned. 

Mr. Rogers. I just want to “thank you for taking time from your 
busy duties to come before the committee and give us the advantage 
of your opinion with respect to the seeming departure in this bill. 
You have been before the committee 3 or 4 times and we always 
listen to you with a great deal of interest. 

I have always found you to be a man of sound judgment and I 
am sorry that we cannot get men like you on the Supreme Court of the 
United States. 

Judge SrerHens. I am very highly complimented, gentlemen. 

Mr. Rogers. I just want to ask this further question: You are not 
opposed to the bill, you just make these 

Judge Sreruens. I do not assume to say whether this bill should 
or should not be enacted. That is not my proper function; that is 
your function. All I am saying is unless there is something—that 
so far as the appellate provisions of the statute are concerned, they 
seem sufficient to enable the circuit courts of appeal—provided there 
has been a proper hearing below—to determine the question first 
whether it is constitutional, and, second, what the statute means, and, 
third, whether the Administrator stayed within it, and, fourth, 
whether the Administrator abstained from arbitrary action and was 
fair in his dealings with the persons before him. 

Whether the statute is broad enough in its terms so far as the kind 
of hearings which the Administrator is compelled to hold are con- 
cerned—as to that I do not presume to say. That is a large subject 
and one which might require far more expert judgment than I have, 
it may well be there is something peculiar about pesticides, drugs, 
and foods which requires a broader hearing before the Administrator, 
a fuller due-process hearing before the Administrator than is now 
afforded. As I understand the act, I have not detailed familiarity 
with it—largely the provisions of the act have to do with regulation, 
the issuance of regulations. I think in respect of only one type of 
consideration is this provision for anything which is in the nature 
of a due-process hearing. 

It may be that the Congress should broaden the requirements of the 
act here so that like the Federal Communications Act and the Labor 
Relations Act also in dealing with unfair labor practices and the Civil 
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Aeronautics Act and Federal Trade Commission and Federal Power 
Commission due process hearings will be required to be held at the 
administrative level. 

I am not urging against that. All I am saying is we should not 
have the initial due-process hearings in the courts except in places 
where you are dealing with the Bill of Rights or arbitrary action of 
such character that entitles any citizen to ‘the United States district 
court. 

There are three classes of action which arise out of these regulatory 
provisions of this Administrator which go to the courts directly— 
the condemnation proceedings go before the United States district 
court, the condemned food, and the injunction procedings, and the 
criminal proceedings. They all go before the courts right away. Of 
course, it is always open to any citizen of the United States. 

We get cases filed in our courts here year after year after year in 
equity to compel administrators to grant fair hearings before they 
come to a conclusion. That is always open. 

Mr. Roerrs. Have you any suggestion as to how this should be 
amended ¢ 

Judge Sterpuens. In the memorandum which I am going to file 
with you, sir, I shall suggest the language necessary to eliminate the 
de novo provision. Otherwise I make no suggestions as to the amend- 
ment of the bill. 

Mr. Rogers. Just one other question. In case of review you think it 
should be given to the district court of the district in which the de- 
fendant might live? 

Judge Sreruens. I do not think it should be given to the district 
court, the United States district courts at all. I think unless you leave 
the de novo trial provisions in, if you leave the de novo trial provisions 
in and do not accept our recommendation the review should be in the 
United States district courts. That was the matter I presented to you 
2 years ago when it was suggested we should have a de novo hearing 
in the circuit court of appeals. 

The circuit court of appeals do not hold hearings and call witnesses. 
If you are going to have any initial hearings of due process in the 
district courts it should be in all United States district courts and not 
circuit courts of appeals, but I think you should have the same sort 
of review Congress has been setting up all these years since the cre- 
ation of the Interstate Commerce Commission, and you should have a 
due process hearing full enough to protect the property owner and 
person dealing with the Government before the Administrator, and 
let the review be in the circuit courts of appeal and in all of them not 
just in one. 

Mr. Rocers. Thank you, Judge. 

Mr. Priest. I want to join in expressing our deep appreciation of 
your testimony. I feel rather strongly that you and Judge Morris 
have given a very logical argument against the de novo hearing in a 
United States district court. That is a hearing as Judge Morris or 
you put it on the question of wisdom rather than validity. That is 
an appealing argument. I will ask you this one question. 

If the statute is sufficiently broad and sufficiently ex xplicit in the 
provisions for a due-process hearing before the Commission, then if 
a hearing, if a review is held by a United States circuit court of ap- 











50 FEDERAL FOOD, DRUG, AND COSMETIC ACT 


peals, can you visualize any property right being abrogated by that 
process? Wouldn’t that cover it adequately, assuming the statute 
is broad and explicit in connection with the due-process hearing be- 
fore the Commission ? 

Judge Sreruens. Assuming that the statute is broad enough and 
if not that it should be made broad enough to give a full, fair hearing 
before the Commissioner with respect to every aspect of the work 
under this Board or Administrator then a review in the circuit court 
of appeals is sufficiently satisfactory because if more evidence is needed 
all of the other statutes provide that the circuit courts of appeal 
may send the case back to the Administrator for more evidence and 
give the litigant a further hearing if he needs it. I reiterate that 
if the industry should be able to convince that committee that the 
hearings at the administrative level under this act are not broad 
enough and are not sufficiently certain to avoid arbitrary action, then 
I would be fully in sympathy with extending them but when there 
has once been a due-process hearing before the Administrator which 
is where it ought to be so his policymaking and expertese can be put 
into it, then it is sufficient to have a review in the circuit courts of 
appeal and all of them and not confine it to just one. 

Mr. Priest. That is all. 

Mr. Worverton. Thank you. 

The next witness will be Mr. Lea S. Hitchner, National Agricul- 
tural Chemical Association. I understand you to say your statement 
would take about 12 minutes. 

Mr. Hrrcuner. Yes, sir. I will summarize and condense my of- 
ficial statement into a summary. 

Mr. Wotverton. Due to the necessity of my attending another com- 
mittee meeting it will be necessary for me to leave. 

Mr. Springer, will you take charge? 


STATEMENT OF LEA S. HITCHNER, NATIONAL AGRICULTURAL 
CHEMICALS ASSOCIATION, WASHINGTON, D. C. 


Mr. Hrrcuner. I have two statements, a long statement, with ex- 
hibits, which I would like to have made a part of the record and at 
the suggestion of the secretary or clerk of the committee, to stay 
within the time limit, I have condensed the statement I am going 
to present here but I would like the full statement with the exhibits 
to be a part of the official record. 

Mr. Sprrncer. It may be entered into the record. 

Mr. Hircuner. I am executive secretary of the National Agricul- 
tural Chemicals Association, located at 910 17th Street NW., Wash- 
ington, D. C. The members of NAC are producers and formulators 
of insecticides, fungicides, herbicides, defoliants, and related products 
hereafter referred to as pesticides. 

The members of the association and other leaders in the industry 
have been informed by us of the pending legislation, and it has been 
widely publicized in the NAC News. This publication has a circula- 
tion of 12,000, going to land-grant colleges, farm organizations, farm 
and radio press, and such groups that keep the farmer informed. 

We made every effort to get the information about this legislation 
to every possible group interested in the country. 
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We have received a great amount of mail from our members en- 

dorsing the legislation. We have received no objections to the pro- 
vosed bill. We have been authorized by the board of directors of 

AC to present this statement on — of the association and its 
members. We support House bill 4277 with the amendments sug- 
gested and which have been discussed with Dr. Miller. 

Iam sorry Dr. Miller is not here and I want to say he has certainly 
cooperated with us, with the other groups interested in this legisla- 
tion, and the list of amendments which I have attached is exhibit 
No. 68. 

Exhibit 1 lists 68 suggested amendments. While it appears that 
we have suggested a substantial number of amendments to the bill, 
the pr ine iples of the legislation have in no way been changed. The 
term “pesticide chemic al,” for example, has been substituted for the 
word “pesticide” in 26 places. The word “Ac at a has been 
changed to “Secretary” where it appears in the bill. A detailed ex 
planation of all proposed changes is shown in exhibit 1. 

In discussing the legislation and the suggested amendments thereto, 
we had the active participation of our lawyers committee and legis- 
lative committee. We consulted with other groups such as the Ameri- 
can Farm Bureau Federation, the National Grange, the National 
Apple Institute, land-grant colleges, members of the food protection 
committee of the National Research Council, and with the Government 
agencies involved, we discussed it with Food and Drug, the Depart- 
ment of Agriculture, State enforcement officials—every possible avenue 
of exchange of information has been contacted to come up with some- 
thing that would meet some of the practical problems we all face. 

Because of the highly technical nature of this legislation, it has 
keen necessary to consult not only the legal profession but entomol- 
ogists, plant pathologists, chemists, and Federal and State enforce- 
ment officials in order to assure that any new legislation passed would 
fit into the existing pattern of control legislation which has been 
established by the Federal Insecticide Act of 1910, the subsequent Fed- 
eral Insecticide, Fungicide, and Rodenticide Act of 1947, various 
State economic poisons laws—practically every one of our States has 
legislation—the Federal Food, Drug, and Cosmetic Act of 1938, sec- 
tions 402 (a) and 406 (a), and the various court decisions interpreting 
these laws which have built up a definite pattern of control over our 
products and the finished farm products that have residues of our 
materials. 

Various phases of control over the sale and use of pesticides in or on 
foods are covered by this existing legislation. This bill, with the pro- 
posed amenrments, we believe, effectively coordinates and carries 
out the objectives of safe use, taking into account all the existing 
legislation. 

In my filed statement we have endeavored to briefly point out the 
following background information: 

(a) The record of the industry in supporting sound legislation for 
the protection of the growers and the public health. Our industry 
has supported every piece of legislation controlling our products. All 
we ask is that it be workable. 

(6) The fact that pesticides are essential to the production of an 
adequate food and fiber supply. We have substantiated this informa- 
tion by quotations from such authorities as Dr. H. L. Haller and Dr. 
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Fred C. Bishopp, taken from the records of the Delaney committee 
hearing, 

(c) We have emphasized the seriousness of failure to recognize in 
any legislative policy the necessity for the use of these materials in 
the production of foods. 

I would like to comment that during the previous 2 years hearings, 
which I am going to refer to, 80 percent of the evidence was that we 
had to use these chemicals which every farmer and agriculturalist 
knows, but at terrific cost both to the Federal Government and indus- 
try, a great amount of time was devoted to that particular point. 

(d@) Reference has been made to the adverse criticism and scare 
publicity which has seriously threatened the interests of the American 
farmers, the consuming public, and the agricultural industry. This 
adverse publicity has been based on false and sensational claims which 
have been refuted by the Public Health Service, the Food and Drug 
Administration, the United States Department of Agriculture, the 
Food Protection Committee of the National Research Council, the 
land-grant colleges, and other competent groups. 

We recognize the fact that this criticism has raised a question in the 
minds of some of the public and some of the Members of Congress of 
whether there exists adequate legislative control over the use of pesti- 
cides. It has been our position as an industry that existing legislation, 
if properly administered and enforced, would provide adequate pro- 
tection to the public. The present Federal Food, Drug, and Cosmetic 
Act contains a directive to the administrative official to establish tol- 
erances on all poisonous and deleterious substances which are required 
in the production of food. The legislative history shows that Con- 
gress intended that tolerances for pesticid: al residues would be estab- 
lished under these provisions. This legislative authority has been in 
existence for approximately 15 years. The authority of the Adminis- 
trator to establish such tolerances has never been questioned, yet dur- 
ing this period a tolerance for only one pesticidal chemical has been 
established. 

Beginning on January 17, 1950, public hearings were conducted 
for the establishment of tolerances on pesticides used in the produc- 
tion of fresh fruits and vegetables. These hearings continued until 
September 15, 1950. The cost to the industry, to the Government, to 
the land-grant colleges, and to the grower organizations has amounted 
to more than half a million dollars, yet no tolerances have been an- 
nounced as a result of these hearings. 

I am sure the members of this committee will agree neither the 
industry nor the farmers can operate under such a procedure which 
places both agriculture and industry in serious jeopardy. 

Farmers’ crops can be seized at any time that residues are present, 
recommendations of the land-grant colleges are questioned, and indus- 
try does not know how to recommend the use of its products. 

"My detailed statement points out briefly the relationship betv.een 
the Federal Insecticide, Fungicide, and Rodenticide Act of 1947 and 
the proposed new legislation | in H. R. 4277. My statement indicates 
how this would operate in detail conjunction with the introduction of 
a pesticide chemical. 

In summarizing my remarks I would like to emphasize five points 
which are covered in the bill which the proposed legislation 
recognizes : 
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1. It recognizes that the problems involved in the use of pesticides 
on food are vastly different from those involved in the use of inten- 
tional chemical additives. Accordingly, the proposal sets up a sepa- 
rate section in the Federal Food, Drug, and Cosmetic Act relating 
specifically to pesticides. The last 15 years were in cosmetics, drugs, 
and everything else. 

The industry is growing and it is more necessary to the farmer and 
we think it should be set up as a separate part of the act where we 
know what it means. 

2. It recognizes that the most appropriate manner of improving 
present pesticide controls is by improving the tolerance-setting pro- 
cedure rather than along lines suggested in previous legislative 
proposals. 

The bill requires the prompt setting of tolerances for pesticides 
designed for food use upon the petition of the interested person or 
upon the initiation of the Secretary of Health, Education, and Wel- 
fare. Specific time limits for administrative action are prescribed. 
Costly and cumbersome public hearings are eliminated. The un- 
realistic requirement of establishing necessity for use by formal proof 
is replaced by a procedure whereby the usefulness of a pesticide is 
certified by the Secretary of Agriculture to the Secretary of Health, 
Education, and Welfare. 

3. Provision is made for advisory committees composed of qualified 
experts to advise and consult with the Secretary of Health, Education, 
and Welfare in connection with tolerances. This avoids placing 
complete responsibility over highly technical questions of science in 
the province of one agency. The power of life and death over the 
development of new products by one Government agency, as now 
exists and has been previously proposed, is modified in H. R. 4277 by 
the introduction of the committee of qualified experts. 

They would be consultants only. They fully recognize that the 
Administrator would have final authority, but it does bring to the 
benefit of everyone impartial experts on highly technical subjects. 

4. It provides for a method of court review whereby the findings 
of the Secretary in connection with a tolerance would be evaluated by 
the court instead of being the subject of the rubberstamp as is in- 
volved in numerous appeal procedures. 

I am going to comment on that after finishing the rest of my state- 
ment for just a minute. 

5. Provision is made for the tolerances which may result from the 
1950 hearings; for exempting pesticides for which a tolerance is not 
necessary from the tolerance-setting procedure; for protecting and 
encouraging research; and for coordinating the administration of 
the Food, Drug, and Cosmetic Act with the existing controls over 
pesticides under the Federal Insecticide, Fungicide, and Rodenticide 
Act of 1947. 

That is the end of my statement. 

With your permission, Mr. Chairman, I would just like to make 
one or two very brief comments. 

We believe this procedure will not only permit the setting of a 
tolerance promptly and efficiently based on scientific data but will 
save a lot of cost to the Government. 
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Industry will bring in the research data not only from its own 
sources but from competent research organizations of the highest 
repute and there is no need to duplicate that work. 

It can be appraised by experts and save long delay and unnecessary 
expense. 

I want to point out one other important fact. Control of sale 
rests with the Department of Agriculture and we agree it should main- 
tain the control of our industry. The only obligation of the Food 
and Drug Administration is to set a tolerance, and when that tolerance 
is set promptly and efliciently we can operate through Agriculture. 
We could not live through two sources of Government control, one 
the Department of Agriculture, and the other another Federal agency. 

Just a very brief lay comment on the discussion. I have our asso- 
ciation counsel, Mr. Connor, and I would be glad to have him make 
a comment if any of the members of the committee would like to call 
on him and, if not, I would like to have permission for him to file 
a statement along the line of the court review because he has given 
a lot of study to it. 

Mr. Sprincer. He may file that. 

(The material referred to follows :) 


NATIONAL AGRICULTURAL CHEMICALS ASSOCIATION, 
Washington, D. C., July 20, 1958. 
lion. CHARLES A. WOLVERTON, 
Chairman, Interstate and Forcign Commerce Committee, 
United States House of Representatives, 
House Office Building, Washington, D. C. 

My Dear Mr. WoLvERTON : In accordance with the permission granted by acting 
chairman of subcommittee No. 2 on H. R. 4277, we are attaching hereto a legal 
opinion by counsel of our association in reference to the following subject matter 
discussed at the hearing: 

1. Pages 1, 2. 3, 4, and part of 5 cover the position taken in reference to de 
novo consideration by the reviewing court of the record upon which the regulations 
are issued. 

2. Pages 5-12 cover the various legal issues raised by William Goodrich, 
Assistant General Counsel of the Department of Health, Education, and Welfare. 
The majority of these points relate to the applicability of the Administrative 
Procedure Act to this bill. 

3. Exhibit A is a proposed alternative court review section which would provide 
for judicial review in any of the United States courts of appeal. The review 
by the court would be based upon the entire record. This would include the 
report and recommendation of the Advisory Committee, if one were appointed 
in the proceedings. This alternative review procedure would also apply to the 
Derartment of Agriculture. 

We would be glad to furnish our views on any further question which may 
arise. 

Yours very truly, 
L. S. HItcHNER, 
Exrccutive Secretary. 
SELLERS & CONNER, 
Washington 6, D. C., July 20, 1958. 
Re Court review and administrative procedures provided for in H. R. 4277 
Hon, Josepn P, O'HARA, 
Chairman, Subcommittee on H. R. 4277, 
Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington, D. C.: 

The purpose of this memorandum is to discuss questions raised at the hearing 
on July 14 before the Subcommittee on H. R. 4277 of the Committee on Inter- 
state and Foreign Commerce in connection with the court-review section (sec. 4, 
p. 8) and the administrative procedures specified in this bill. 
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The position is taken in this memorandum that both the court-review section 
and the administrative procedures are sound and suitable vehicles for carrying out 
the objectives of H. R. 4277 and the Administrative Procedure Act. Because 
of legal and policy questions raised with respect to the de novo aspects of the 
court-review Section, an alternative court-review section is proposed for con- 
sideration in the event that amendment is deemed feasible to remove any doubt 
on these questions, 

A consideration of the court-review section and the administrative procedures 
provided for in H. R. 4277 must be made in the light of the basie function of 
the bill and what it is designed to do. The purpose of H. R. 4277 is to prescribe 
a procedure to be followed by the Secretary of Health, Welfare, and Educa:ion 
in establishing tolerances for pesticide chemicals remaining in or on food. This 
procedure is designed to replace the procedure presently prescribed in section 
406 (a) and 701 (e) of the Federal Food, Drug, and Cosmetie Act. It is, there- 
fore, primarily a procedural measure aimed at improving existing law. 


COURT REVIEW 


The problem of court review arises primarily from the fact that the pro- 
cedure for establishing a tolerance is quasi-legislative in nature. There is no 
question of the authority of Congress to delegate this legislative function to the 
executive branch of the Government, but because it is quasi-legislative in nature 
there is no constitutional right of court review. There are no due-process re- 
quirements to be met. If safeguards against abuse of this legislative function 
are to be provided they must be written into the bill. 

After the passage of this bill a grower may have his produce seized on the 
ground that it contains a residue in excess of that established under this pro- 
cedure. The court hearing the seizure case cannot at that time review the fair- 
ness of the tolerance level. It can only consider whether the statutory procedure 
for establishing the tolerance was followed and any other constitutional question 
of due process (Byrd v. U.S. (154 F. (2d) 62, 63); U. S. v. 8% 2 Dozen Packuges 
of Nu-Charme Perfected Brown Tint (59 F. Supp. 284). As a practical result, 
any judicial protection which Congress wishes to give to assure that a fair 
and equitable tolerance is established must be written into this bill in the form 
of authority of the court to review the regulation prescribing the tolerance. 

For these reasons those who must operate under the tolerances to be estab- 
lished in accordance with the procedure prescribed in this bill, consider it 
necessary that the reviewing court have as broad authority as possible to review 
not only the conclusions of law, but also the findings of fact upon which the 
regulation is based. Many of these are of the opinion that the present procedure 
for judicial review of regulations establishing tolerances and food standards 
does not accomplish this objective, because of the provision that the findings of 
the Administrator shall be conclusive upon the court if they are supported by 
substantial evidence (sec. 701 (f), Federal Food, Drug, and Cosmetic Act). 
Similar provisions on other statutes have tended to limit the review by the court 
of facts to only a sufficient review of the record to determine whether there was 
sufficient evidence in the record to serve as a basis for the finding, without 
consideration of the validity or merit of opposing evidence, or the weight of the 
evidence, Frequently, the supporting evidence is placed in the record by the 
administrative agency. It is recognized that the decisions of the Supreme Court 
in Universal Camera Corp. v. N. L. R. B. (340 U. 8S. 474) and N. L. R. B, vt. 
Pittsburg 8. 8S. Co. (340 U. 8. 498), have established a pattern of a more thorough 
judicial review of administrative decisions. 

The best assurance against an abuse of the delegated legislative authority by 
the administrative agency, is undoubtedly authority by the court to review, de 
novo, or independently the record upon which the administrative action is taken. 
However, any attempt to authorize the United States district courts or the 
United States courts of appeals to review de novo the record in an administra- 
tive hearing and make an independent appraisal of the facts runs into consti- 
tutional difficulties. The United States Supreme Court has frequently held that 
Congress cannot impose upon the constitutional courts quasi-legislative fune- 
tions. (Keller v. Potomac Electric Power Company, 261 U. S. 423, 43 S. Ct. 445; 
Muskrat v. U. S., 219 U. S. 346, 31 S. Ct. 250.) However, in the case of Keller v. 
Potomac Electric Power Company, the Supreme Court held that Congress could 
impose such functions upon the United States District Court for the District of 
Columbia. This decision was based upon the fact that this court serves in a 
dual capacity—as a constitutional court under article III of the Constitution, 
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and also as a legislative court established under authority of clause 17, section 
8, article I of the Constitution. Since that time, the authority of both the United 
States District Court for the District of Columbia and the United States Court 
of Appeals for the District of Columbia to act in a quasi-legislative capacity has 
been affirmed in other cases. (Federal Radio Commission v. General Electric 
Company, 281 U. S. 464; Ex parte Bakelite Corp., 279 U. S. 488; Butterworth v. 
Hoe, 112 U. 8., 50; U. 8S. v. Duell, 172 U. 8S. 576; Baldwin v. R. 8. Howard Co., 
256 U. S. 35.) 

Accordingly, we believe that Congress can properly impose upon either the 
United States District Court for the District of Columbia or the United States 
Court of Appeals for the District of Columbia quasi-legislative authority to re- 
view de novo the record upon which the Secretary establishes a tolerance and 
to affirm, set aside, amend, or modify the regulation establishing the tolerances. 
At the same time it is recognized that this broad quasi-legislative authority can- 
not be imposed upon the regular constitutional courts, that is, Federal, district, 
and appellate courts outside of the District of Columbia. 

The question has been raised of whether the Supreme Court could review the 
decision of the district court or the court of appeals. In our opinion the Su- 
preme Court could review by certiorari the decision of either the district court 
or the court of appeals to the same extent that it now reviews by certiorari the 
decision of the United States courts of appeals in reviewing the administrative 
proceedings under section 701 (f) of the Federal Food, Drug, and Cosmetic Act. 
Under the court review section of H. R. 4277 the court of appeals and the Su- 
preme Court would review by certiorari the decision of the United States Court 
for the District of Columbia to the same extent that they now review the regu- 
lations of the Department of Health, Bducation, and Welfare under section 
701 (f) of this act. 

It should be pointed out that the court-review procedure of H. R. 4277 does 
not constitute a trial de novo in which new, independent evidence is taken by 
the court. The procedure is instead a review de novo of the same record made 
before the Administrator. The court can, in its discretion, authorize the taking 
of additional evidence, but this does not constitute a trial de novo in the tradi- 
tional sense. The de novo aspect relates only to evaluating the evidence of 
record. It eliminates the presumption of validity which attends an adminis- 
trative regulation. 

For these reasons, it is our opinion that the authority to review de novo the 
record made in accordance with the procedure specified in H. R. 4277 and to 
amend or modify the regulations on the basis of its findings can properly be 
imposed upon the United States District Court for the District of Columbia, and 
that this procedure would give to the court a broader power to prevent an abuse 
of the delegated quasi-legislative authority than does the traditional type of 
court review. Nevertheless, we recognize that the procedure is novel, and that 
it might work a hardship in some cases by requiring the litigant to bring suit in 
the District of Columbia. 

The court-review provision of H. R. 4277 is not an integral part of the toler- 
ance-setting procedure of the bill. The court-review procedure can be modified 
without changing the relationship of this procedure with other procedural 
aspects of the bill. 

If Congress considers that court review should not be limited to the courts of 
the District of Columbia or if it considers that the traditional type of court 
review is adequate, this section can easily be modified to make these changes. 
In our opinion, the present court review section contained in section 701 (f) 
of the Federal! Food, Drug, and Cosmetic Act is not readily adaptable to the pro- 
cedure for establishing tolerances specified in H. R. 4277. The present court-re- 
view procedure is premised upon a review of a record previously made in a for- 
mal rulemaking proceeding. The court review of an order establishing a toler- 
ance in accordance with the procedure specified in H. R. 4277 would be a review 
of a record assembled in an ex parte manner in an informal proceeding. 

We believe that the court-review provision which is attached to this memo- 
randum as appendix A would be appropriate to effectuate the traditional type 
of court review of administrative regulations of the nature contemplated by 
H. R. 4277. 


ADMINISTRATIVE PROCEDURES 


The administrative procedures prescribed by the bill are in our opinion sound 
and workable both from the standpoint of carrying out the substantive objectives 
of the bill and the letter and spirit of the Administrative Procedure Act. 
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The bill contemplates the establishment of tolerances or exemptions on the 
basis of written research and experimental data. The data would represent 
the most available scientific information bearing on the particular pesticide 
chemical involved. It would be primarily the product of the chemical manu- 
facturer who developed the chemical for the market and would be subject to 
supplementation and evaluation by the Food and Drug Administration and, 
in Some cases, by independent advisory committees expert in the subject matter. 
Opportunity would be given to any interested party to submit written objections 
to any action based upon such data. 

This procedure invites comparison with the provisions of the present law under 
which tolerances are established on the basis of lengthy and expensive public 
hearings conducted in an adversary atmosphere. Written research and e,peri- 
mental data are produced at the hearings in both oral testimony and written 
forin. Cross-examination adds to voluminous records which at the conclusion 
of the hearings lend themselves little to considered and expeditious administra- 
tive action. 

Exp r euce under existing procedures has been largely responsible for recog- 
nition of the need for an improved procedure which would simplify the process 
and he daptable to the promulgation of tolerance regulations in the manner 
intended hy Congress in 1938 when it enacted the Federal Food, Drug, and 
Cosmetics Act. 

Seven specitic objections to the procedures prescribed in H. R. 4277 were made 
at the hearing on July 14 by the Food and Drug Administration. We do not 
believe that any of these objections detracts from the value of the bill or offers 
any substantial reason why the bill should not be enacted in its present form 
with the amendments offered by NACA. However, we would like to submit 
our comment on each of these objections for consideration by the committee. 

1. It was questioned whether enactment of the bill would “bring into play 
the plenary hearing procedures of the Administrative Procedure Act * * * 
(meaning) a hearing before an authorized hearing examiner, opportunity for 
cross-examination and the presentation of evidence in rebuttal, a tentative 
decision with an opportunity to tile exceptions, and rulings on exceptions and 
u final decision.” 

We believe that this view, premised as it is upon the assumption that the 
bill provides for formal hearings of the nature contemplated by sections 7 
and 8 of the Administrative Procedure Act, fails to recognize that the bill ex- 
pressly provides for rulemaking proceedings based on written data rather than 
upon oral testimony produced at a public hearing. The very purpose of the 
bill is to substitute a process for obtaining scientific facts in an objective, inex- 
pensive manner for the process of public trial which has proven so costly and 
fruitless under existing law. 

The procedures prescribed in H. R. 4277 (with the amendments proposed by 
NACA) coniorm with the procedures prescribed for informal rulemaking pro- 
ceedings under section 4 of the Administrative Procedure Act. This section 
prov.d-s for general notice of proposed rulemaking and the “opportunity to par- 
ticipate in the rulemaking through submission of written data, views, or argu- 
ments with or without opportunity to present the same orally in any manner.” 

It is only in the case of those rules which “are required by statute to be made 
on the record after opportunity for an agency hearing” that the Administrative 
Vrocecure Act requires fornial rulemaking procedures, such as public hearings 
conducted by a hearing examiner and with cross-examination. H. R. 4277 is 
not governed by this provision because it does not provide for an agency hearing 
in the accepted sense. Nothing in the Administrative Procedure Act or its legis- 
lative history suggests an intent on the part of Congress to force the pattern 
of formal hearings upon all rulemaking proceedings. Congress has merely said 
iu the Administrative Procedure Act that where it has or does provide for a 
hearing the hearing must be conducted in accordance with the administrative 
procedures of the act. 

In this connection, it should be noted that the procedure for establishing a 
tolerance under H. R. 4277 is similar to that provided for in the Defense Pro- 
duction Act of 1950, as amended in 1952, for considering and acting upon a 
contested regulation. In both H. R. 4277 and this act, the record is assembled 
by the submission of written data in an ex parte manner. In neither instance 
is the data subject to cross-examination. Yet, it is upon the basis of this record 
that the administrative official makes his decision, and upon which the Emer- 
gency Court of Appeals reviews the case. The Supreme Court is authorized 
te review the case upon the basis of this same record. (Secs. 2107 and 2108, title 
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2. An objection was raised that “no provision is made for refusing a tolerance 
where no tolerance would be safe or where pesticidal residues could be avoided 
by proper washing or other good commercial practices.” 

In our opinion, a tolerance could be set at the zero level under H. R. 4277 
if this were determined necessary to protect the public health. This would 
mean the effective proscription of the use of a pesticide chemical on food which 
was unsafe in any quantity. We see no reason why this should not be clarified 
in the leglislative history if there is sufficient question to warrant doing so. 

The avoidance or minimization of residue by washing or other commercial 
practices would undoubtedly be a factor in the determination of a tolerance 
or an exemption for a pesticide chemical. Nothing in H. R. 4277 suggests that 
this factor would not be revelant in determining the level of a tolerance “to 
the extent necessary to the public health.” 

3. A question is raised as to whether a report of an advisory committee ap- 
pointed under H. R. 4277 to review data submitted in connection with a petition 
for a tolerance would be presented publicly or as a “private communication” 
by the advisory committee to the Department of Health, Education, and Welfare. 
It is suggested that if the report is a private communication, “it would not be 
substantial evidence in the ordinary sense of the words.” 

We believe that the manner of effecting the referral of the report to the De- 
partment presents a question of mechanics which would be appropriately cov- 
ered by regulations rather than one of substance. H. R. 4277 contemplates that 
an advisory committee of independent experts would present in its report its 
findings of fact and conclusions on the basis of the data submitted by the peti- 
tioner for the tolerance, by the Department of Health, Education, and Welfare 
and on the basis of data before the advisory committee. The report would be 
advisory in nature. It would become a part of the record upon which a toler- 
ance is ultimately based. Under these circumstances, the report should serve 
a valuable purpose in enabling the establishment of tolerances on a sound and 
safe basis. It should provide a reliable basis for administrative action based 
on substantial evidence, premised as it is upon the expert findings of scientists 
specifically trained in the problems of the specific subject matter involved. 

It may be noted that the Fair Labor Standards Act of 1938 (29 U. S. C. 208) 
provides for the use of advisory committees to aid the Administrator in the 
establishment of wage orders in particular industries. Hearings on proposed 
regulations are held before these committees and reports are made to the Ad- 
ministrator in somewhat the same manner as is contemplated under H. R. 4277. 
The primary difference lies in the fact that the reports of advisory committees 
under the Fair Labor Standards Act are binding upon the Administrator unless 
contrary to law whereas the Department of Health, Education, and Welfare 
is not bound by the reports of advisory committees under H. R. 4277. 

4. Objection is made that H. R. 4277 favors the petitioner for a tolerance in 
two respects. First, it is said that data submitted by a petitioner must be held 
confidential from the objecting party. Second, it is said that a petitioner is given 
a special right to reply to the objections raised by interested parties to a proposed 
regulation. 

At the outset it should be stressed that H. R. 4277 contemplates the initiation 
of the tolerance-setting process in the usual case by the manufacturer of the 
pesticide chemical for which the tolerance is to be made. The manufacturer is 
in the best position to present the research and scientific data necessary to 
establish a tolerance on a product and is the one directly affected by restrictions 
on its usage. 

Under an amendment to H. R. 4277 which has been proposed by NACA, data 
submitted by a petitioner is not held confidential after the proposed tolerance 
or exemption is published. After the publication of such proposal, the petitioner's 
research data become public information. The data may be examined and in- 
spected by any interested party and may be challenged by written objections filed 
within 90 days after the publication of the proposal. These objections must be 
considered by the Department of Health, Education, and Welfare before final 
reguiations are issued. 

The petitioner is given a specific right to reply to objections filed by interested 
persons to proposed administrative action. The reason for this is that the peti- 
tioner is the one primarily interested in and directly affected by the level of the 
tolerance established. The tolerance is set on a pesticide chemical which in the 
usual case is the product of long years of research and development at consider- 
able expense to the petitioner. Under these circumstances, it is deemed only 
fair that the petitioner should have a final opportunity to take exception to 








Wena: 


FEDERAL FOOD, DRUG, AND COSMETIC ACT 59 


challenges made to proposed action by persons having only a secondary interest. 
As the proponent of an administrative regulation, the petitioner carries the 
burden of proof in the administrative proceeding until final action results. H. R. 
4277 in affording the petitioner an opportunity to reply to objections to proposed 
action does no more than follow the accepted principle that the party carrying 
the burden of an issue should have the final chance for rebuttal. 

5. Objection is made that there is no provision in H. R. 4277 for referring to 
advisory committee objections made by interested parties. 

We believe that there is no practical necessity for requiring the referral of 
objections to proposed administrative action to an advisory committee. This 
would cause undue delay in the entire process at considerable public expense with 
little or no practical benefit to be gained. 

It should be noted that a proposed tolerance or exemption would be the result 
of a thoroughly considered judgment by the Department of Health, Education, 
and Welfare based upon the most direct and reliable scientific data available. 
In cases where the petition was referred to an advisory committee, the Depart 
ment has had the benefit of the advice and recommendations of a body of dis- 
interested experts. In most cases it may be that the party objecting to the pro- 
posed action will be a competitor or similarly situated party more interested in 
delaying or preventing the establishment of a tolerance for a competing product 
than in establishing a sound one in the public interest. In only rare cases would 
an objecting party be in a position to advance substantial grounds against a pro- 
posal because of a lack of necessary research data and familiarity with the 
scientific problem involved. To cover the few anticipated cases where a party 
other than the petitioner would either have a direct and genuine interest in a 
proposal or have substantial grounds to advance, the provision made in H. R. 
4277 for the evaluation of objections by the Department of Health, Education, 
and Welfare should suffice. These objections must be weighed by the Department 
in the light of the evidence upon which the proposed action was based which 
includes the report of the advisory committee, if one was appointed. Under these 
circumstances, we see no necessity to refer the objections back to the advisory 
committee. 

6. Question is raised as to the propriety of the time limits specified in the bill 
for administrative action. The bill provides that the Department of Health, 
Education, and Welfare must issue a proposed tolerance within 90 days after the 
filing of a petition or within 180 days thereafter if the petition has been referred 
to an advisory committee. Final tolerances must be issued as soon as practicable 
after the time for filing objections to proposed tolerances has expired. 

We believe that these time limits are both reasonable and necessary. We 
see no reason why administrative action which is of a public-health nature 
cannot and should not be performed within these specified time limits. There 
is no time limit within which action must be taken on objections. 

It may be noted that the Food and Drug Administration has been operating 
for over 15 years under the new-drug law which provides for administrative 
action within 60 days after an application to market a new drug has been filed 
unless it is postponed to a period not exceeding 180 days. The time limits in 
this law have not worked an undue hardship upon the Food and Drug Admin- 
istration. 

It should be stressed that one of the primary stimulants to the present need 
for H. R. 4277 has been the inaction which has characterized the present pro- 
cedure for establishing tolerances. Under the present procedure, there is no 
specified time within which tolerance regulations must be issued. As a result 
there are no formal tolerance regulations in effect to date. H. R. 4277 is de- 
signed to correct this situation and at the same time assure the grower and 
the manufacturer of prompt tolerances to guide agriculture usage. The im- 
portance of this becomes evident when it is remembered that the use of a pesti- 
cide chemical is the production of an adequate and wholesome food supply is 
prohibited until a tolerance or exemption is in effect. 

7. Question is raised whether the petition for tolerance on a particular pesti- 
cide chemical in the production of an adequate and wholesome food supply is 
for the Department of Health, Education, and Welfare to handle. It is said 
that “There are more than 30,000 formulas now registered and it would be 
possible for example to have as many petitions for tolerance regulations filed 
as there are fabricators of DDT sprays.” 

We believe that this is the type of theoretical objection raised when any new 
law of this nature is being considered. We do not believe that the fear is justi- 
fied by either what the bill authorizes or how it would operate as a practical 
matter, 
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H. R. 477 with the amendments proposed by NACA contemplates the filing 
of a petition by the party primarily interested in marketing the pesticide chem- 
ical to which the tolerance would apply. In most cases this would be done by 
the manufacturer of the pesticide chemical or by one authorized to act on behalf 
of the manufacturer. The manufacturer is the party with the necessary re- 
search information to support a petition for a tolerance and a request for a 
certification of usefulness. The expense involved in initiating a tolerance pro- 
ceeding and the lack of essential information on the subject would discourage 
and prevent the aimless filing of petitions by parties having a relatively slight 
interest in the outcome. It should be noted in this respect that under the bill 
the establishment of a tolerance or exemption for a pesticide chemical would 
pertain to the use of that chemical in all formulated pesticides. Once such 
a tolerance is set pursuant to one petition, further petitions for a tolerance on 
the same pesticide chemical would be unnecessary. 


CONCLUSION 


We believe that both the court review section and the administrative pro- 
cedures provided for in H.R. 4277 are sound and suitable vehicles for carrying 
out the objectives of the bill and the Administrative Procedure Act. An alterna- 
tive court review section is attached hereto as appendix A for consideration 
in the event that amendment is deemed feasible to remove any doubts on the 
legal and policy questions raised in connection with the court-review section 
of H. R. 4277. We do not believe that any change in the administrative pro- 
cedures is indicated. 

Joun D. Conner, 
Georce A. BurRgouGHs, 
Counsel, National Agricultural Chemicals Association, 





APPENDIX A 


ALTERNATIVE CoURT-REVIEW PROCEDURE—SUBSECTION (I) Pace 8, H. R. 4277 


(i) 

(1) Any person who will be adversely affected by any order under para- 
graphs (d), (e), or (1) of this section may appeal from such order by 
filing in the United States court of appeals for the circuit wherein such 
person resides or has his principal place of business, or in the United States 
District Court for the District of Columbia, within 60 days after the entry 
of such order, a petition praying that the order be set aside in whole or in 
part. 

(2) In the case of a petition with respect to an order under paragraphs 
(d) or (e), a copy of the petition shall be forthwith served upon the Admin- 
istrator, or upon any officer designated by him for that purpose, and there- 
upon the Administrator shall certify and file in the court a transcript of the 
entire record, including a copy of the Administrator’s findings, conclusions, 
and order, both proposed and final, objections filed thereto, any report and 
recommendation of an advisory committee, together with a copy of the 
original petition, supporting data submitted to the Administrator and any 
other data relied upon by the Administrator in support of the order. Upon 
such filing, the court shall have exclusive jurisdiction to affirm or set aside 
the order complained of in whole or in part. The findings of the Admin- 
istrator with respect to questions of fact shall be sustained if supported 
by substantial evidence when considered on the record as a whole, including 
any report and recommendation of an advisory committee. 

(3) In the case of a petition with respect to an order under paragraph 
(1), a copy of the petition shall be forthwith served upon the Secretary of 
Agriculture, or upon any officer designated by him for that purpose, and 
thereupon the Secretary shall certify and file in the court a transcript of 
the entire record. Upon such filing, the court shall have exclusive jurisdic- 
tion to affirm or set aside the order complained of in whole or in part. 
The findings of the Secretary with respect to questions of fact shall be 
sustained if supported by substantial evidence when considered on the 
record as a whole. 

(4) If application is made to the court for leave to adduce additional 
evidence, the court may order such additional evidence to be taken before 
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the Administrator or the Secretary of Agriculture, as the case may be, and 
to be adduced upon the hearing in such manner and upon such terms and 
conditions as to the court may seem proper, if such evidence is material 
and there were reasonable grounds for failure to adduce such evidence in 
the proceedings below. The Administrator or the Secretary, as the case 
may be, may modify his findings as to the facts and order by reason of the 
additional evidence so taken, and shall file with the court such modified 
findings and order. 

(5) The judgment and decree of the court affirming or setting aside, in 
whole or in part, any order under this section shall be final, subject to 
review by the Supreme Court of the United States upon certiorari or certifi- 

‘ation as provided in section 1254 of title 28. The commencement of pro- 
ceedings under this section shall not, unless specifically ordered by the court 
to the contrary, operate as a stay of an order. The courts shall advance on 
the docket and expedite the disposition of all causes filed therein pursuant 
to this section. 

Mr. Hircuner. As a practical matter after we get a tolerance and 
sell our merchandise and the farmer uses the material and gets it out, 
in case of an arbitrary decision on the part of the Administrator there 
is no practical appeal. 

The findings of the Commission are interpreted in most of the 
court’s jurisdictions that the facts, if supported by evidence, shall 
be conclusive and the agencies simply have to have a scintilla of evi- 
dence and in some court jurisdictions there is no chance of appeal. 

I cannot discuss the law but as a layman and being in the manu- 
facturing business and farming most of my life in addition to my 
present job I have had no practical appeal whatever because the court 
will not review the cases. 

So I am very anxious to have an opportunity for Mr. Connor and 
our committee to file supplementary data. 

Mr. Sprincer. He may file that. 

Dr. Priest, do you have any questions ? 

Mr. Priest. If your counsel is going to file a statement on the ques- 
tion of court review I think I will not go into that at this time but 
I will study carefully that statement because it is one question in this 
bill that concerns me perhaps more than any other, this proposal for 
a de novo proceeding in a district court. 

I shall be very much interested in reading the statement filed by 
your counsel. That is all, Mr. Chairman. 

Mr. Rocers. No questions. 

Mr. Sprincer. That is all, Mr. Hitchner, and thank you very 
kindly. 

Mr. Hircuner. Thank you. 

(Mr. Hitchner’s full statement and attached exhibits follow :) 


STATEMENT OF L. S. HITCHNER, EXECUTIVE SECRETARY, NATIONAL AGRICULTURAL 
eas 


CHEMICALS ASSOCIATION RE H. R. 4277 


My name is Lea S. Hitchner. I am executive secretary of the National Agri- 
cultural Chemicals Association, located at 910 17th Street NW., Washington, 
D. ©. The members of NAC are producers and formulators of insecticides, 
fungicides, herbicides, defoliants and related products hereafter referred to as 
pesticides. The members of NAC produce more than 85 percent of the basic 
pesticidal chemicals and produce more than 60 percent of the formulated pesti- 
cides. All members of the association and other leaders in the industry have 
been informed by us of the pending legislation, and it has been widely publicized 
in the NAC News. This publication has a circulation of 12,000, going to land- 
grant colleges, farm organizations, farm and radio press, and such groups that 
keep the farmer informed. 
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We have received a great amount of mail from our members endorsing the 
legislation. We have received no objections. We have been authorized to 
present this statement by the board of directors on behalf of the association 
and its members. 

In discussing the legislation and the suggested amendments thereto, we 
had the participation of our legal committee and legislative committee. We 
consulted with other groups such as the American Farm Bureau Federation, the 
National Grange, the National Apple Institute, land-grant colleges, members of 
the Food Production Committee of the National Research Council, and with the 
Government agencies involved in order that all interests would be adequately 
represented and protected. 

Because of the highly technical nature of this legislation, it has been neces- 
sary to consult not only the legal profession but entomologists, plant patholo- 
gists, chemists, and Federal and State enforcement officials in order to assure 
that it would fit into the existing pattern of control legislation which has been 
established by the Federal Insecticide Act of 1910, the subsequent Federal In- 
secticide, Fungicide, and Rodenticide Act of 1947, various State economic poisons 
laws, the Federal Food, Drug, and Cosmetie Act of 1938 (secs. 402 (a) and 406 
(a)), and the various court decisions interpreting these laws. Various phases 
of control over the sale and use of pesticides in or on foods are covered by this 
existing legislation. This bill with the proposed amendments, we believe, effec- 
tively coordinates and carries out the objectives of safe use. 

I would like to point out the record of this industry in supporting legislation 
protecting the grower and the public health. We supported the enactment of 
the Federal Insecticide, Fungicide, and Rodenticide Act, and many of the coun- 
terpart State acts. We have actively advocated the exercise of the present 
residue tolerance provisions of the Federal Food, Drug, and Cosmetic Act. 

The use of pesticides is essential to the production of an adequate supply of 
food and fiber, particularly under presently existing labor and marketing condi- 
ions. Dr. H. L. Haller, Assistant Chief of the Bureau of Entomology and 
Plant Quarantine, United States Department of Agriculture, has pointed this 
out by saying: 

“Over one-half the commonly used foods grown in the United States require 
the use of pesticides.” 

Dr. Fred C. Bishopp, who has just retired as Assistant Chief of the Bureau 
of Entomology and Plant Quarantine, has emphasized this same fact in these 
words: 

“An abundance of high-quality food and fiber crops is absolutely dependent 
upon the use of a diversified group of insecticides, * * *. Without insecticides 
vegetables, fruits, and cereals would be unmarketable even by low standards. 
Wormy applies, corn and cabbage, weevily cereals, and other infested food- 
stuffs, with the accompanying wastes of insects would reach the market in con- 
dition unfit for human consumption. Standards set by market inspectors and 
the Food and Drug Administration officials on insect contamination are guaranty 
that the food will reach the consumer in reasonably good condition.” 

The failure to recognize in a legislative policy the necessity for the use of 
these materials in the production of our food and fiber would lower our present 
standard of living. Such a legislative policy must provide for prompt admin- 
istrative action to permit effective use of pesticides without any hazard to the 
public health. Unless the administrative action is premised upon a recognition 
of the necessity for the use of pesticides and is geared to prompt and flexible 
action, the continued research and development of these products will be seri- 
ously hampered. 

During the past few years there has been some adverse and unfounded criti- 
cism of the use of pesticides which has seriously threatened the interests of the 
American farmer, the consuming public, and the agricultural chemicals industry. 
This criticism has not been based on facts. The false and sensational claims 
upon which much of the criticism has been based have been refuted by the 
United States Public Health Service, the Food and Drug Administration, the 
United States Department of Agriculture, the Food Protection Committee of the 
National Research Council, the land-grant colleges, other official Government 
organizations interested in the welfare of the farmer and the public health, and 
by private industry. 

We recognize the fact that this criticism has raised a question in the minds of 
some of the public and some of the Members of Congress of whether there exists 
adequate legislative control over the use of pesticides. It has been our position 
as an industry that existing legislation, if properly administered and enforced, 
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would provide adequate protection to the public. The present Federal Food, 
Drug, and Cosmetic Act contains a directive to the administrative official to 
establish tolerances on all poisonous and deleterious substances which are re- 
quired in the production of food. The legislative history shows that Congress 
intended that tolerances for pesticidal residues would be established under these 
provisions. This legislative authority has been in existence for approximately 15 
years. The authority of the Administrator to establish such tolerances has never 
been questioned, yet during this period a tolerance for only one pesticidal chemi- 
cal has been established. 

Beginning on January 17, 1950, public hearings were conducted for the estab- 
lishment of tolerances on pesticides used in the production of fresh fruits and 
vegetables. These hearings continued until Sepetmber 15, 1950. The cost to the 
industry, to the Government, to the land-grant colleges, and to the grower organi 
zations has amounted to more than half a million dollars, yet no tolerances have 
been announced as a result of these hearings. Prospects are that it will be well 
in excess of another year before final tolerances can be established and become 
effective. Based upon this experience, it is the opinion of the industry that the 
procedure specified in the existing law is unsatisfactory from an operating stand- 
point. It is the purpose of H. R. 4277 to correct this by substituting a more 
realistic and workable procedure for establishing tolerances for the cumbersome 
procedure specified in the present law. It is for this reason that we endorse this 
bill and the amendments which have been proposed by Congressman Miller. 

The use of pesticides in connection with food production, transportation, and 
storage involves considerations and problems which have little in common with 
those associated with chemicals used in the processing of food. We believe that 
this fact should be recognized in any new legislation. Accordingly, we further 
support this bill because it provides for a new section in the Food, Drug, and 
Cosmetic Act devoted exclusively to the matter of pesticide residues in or on food 

We believe that the enactment of this bill will serve to reassure those who have 
felt some concern over the adequacy of the present legislation governing the use 
of pesticides on food. 

Because of the highly technical nature of this legislation, I would like to sum- 
marize how it, in conjunction with the Federal Insecticide, Fungicide, and 
Rodenticide Act of 1947, would operate. 

The provisions of H. R. 4277 supplement the authority and the procedure of 
the present Federal Insecticide, Fungicide, and Rodenticide Act administered by 
the Secretary of Agriculture. At the present a pesticide must be registered with 
the Secretary of Agriculture prior to being marketed in interstate commerce. 

Under H. R. 4277 the procedure for establishing a tolerance on any pesticide 
may be instituted by either a person registering the pesticide with the Secretary 
of Agriculture or by the Secretary of Health, Education, and Welfare. It is 
anticipated that in most cases the procedure will be instituted by the person 
registering the pesticide with the Secretary of Agriculture. The procedure is 
instituted by filing a petition for the establishment of a tolerance with the Secre 
tary of Health, Education, and Welfare. This petition must be supported by 
data showing the name, chemical identity, and composition of the pesticide; the 
amount, frequency, and time of its aplication; toxicity information: tests show- 
ing the amount of residue remaining; proposed tolerances for the pesticide if 
tolerances are proposed, and reasonable grounds in support of the petition. At 
the same time the applicant requests the Secretary of Agriculture to certify to 
the Secretary of Health, Education, and Welfare that the pesticide is useful for 
the purpose for which a tolerance or an exemption from a tolerance is requested. 
This request must be supported by data showing the usefulness of the product. 
If and when the certification is made, the Secretary of Health, Education, and 
Welfare then proceeds to study the data submitted by the applicant. 

If the registrant so requests or if the Secretary thinks it advisable, a com- 
mittee of qualified experts is appointed to study the data and make impartial 
recommendations. After due consideration, the Secretary of Health, Education, 
and Welfare publishes a regulation establishing the tolerance, denying it, or 
stating that no tolerance is necessary. A period of 90 days is provided to permit 
objections to the regulation. Objections may be filed by any interested person. 
Provision is made for judicial review of the regulation. 

The bill also contains provisions whereby the Secretary may institute pro- 
ceedings on his own initiative to establish, repeal, or modify tolerances whenever 
he thinks such action is in the public interest. 

It is our belief that this procedure summarized above is realistic and workable. 
It will enable the administrative officials and representatives of the industry 
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to act promptly in establishing tolerances. The burden will be on the person 
proposing the establishment of a tolerance to establish that the pesticide performs 
a useful function and that it can be used without presenting a hazard to the 
public health. 

The committee of qualified experts was recommended by a number of leading 
scientists and farm groups who testified before the Delaney committee and, in 
our opinion, it provides the only practical solution for determining, where a 
difference of opinion exists, on a scientific basis the tolerance, if any, which 
should be established and its proper relationship to public health. Only those 
highly skilled in toxicology, chemistry, and related sciences are able to make 
a competent scientific determination. The provision for the establishment of a 
committee of qualified experts makes available to the Government and the public 
the knowledge and experience of those competent to impartially make a decision 
on a scientific basis. Such a procedure can be contrasted with the current lengthy 
and expensive procedures of public hearings which have proven ineffective. 

The provisions of this bill with the procedures for advisory panels, if properly 
administered, should materially reduce the cost of administration. Under the 
provisions of the bill private industry assumes the responsibility for presenting 
technical research data to the Secretary of Health, Education, and Welfare at 
the time a tolerance is requested. This material can, according to expert opinion 
which we have obtained, be readily evaluated by the Department and by a 
committee of qualified experts when called upon. There should be no need for 
lengthy duplication of this work by the Government agencies. Such information 
is now being supplied and would be supplied under the provisions of the bill. 
This information is based not only upon the research performed by the manu- 
facturers who in most cases have competent technical staffs but also on the find- 
ings of recognized independent research agencies of the highest repute throughout 
the country. 

The power of life and death over the development of new products by one Gov- 
ernment agency, as now exists and has been proposed, deserves the utmost con- 
sideration by your committee. This proposed legislation encourages research 
and development on the part of private industry by eliminating the danger of 
a few men in one Government agency arbitrarily being the sole judge of all 
research on agricultural chemicals on the part of industry, land-grant colleges, 
private research institutions, and other competent organizations. 

At the present time farmers’ crops are subject to seizure and the industry and 
those who give farmers advice on pest control, such as the land-grant colleges, 
are jeopardized by the lack of legal tolerances. For that reason, we believe the 
early enactment of this bill deserves your particular consideration. 

While it appears that we have suggested a substantial number of amendments 
to the bill, the principles of the legislation have in no way been changed. The 
term “pesticidal chemical,’ for example, has been substituted for the word 
“pesticide” in 26 places. The word “Administrator” has been changed to “Sec- 
retary” where it appears in the bill. A detailed explanation of all proposed 
changes is shown in exhibit 1. 

The provisions of this bill together with the existing authority of the Federal 
Insecticide, Fungicide, and Rodenticide Act will provide adequate authority 
for the protection of the public and at the same time permit the effective use 
of pesticides in the production of an adequate supply of food and fiber. 





EXxuHIsIT 1 
PROPOSED AMENDMENTS TO H. R. 4277 


Amend section 2, page 1, lines 8 through 11, and page 2, lines 1 and 2, strik- 
ing out clause (q) and substituting in lieu thereof the following: 

“(q) The term ‘pesticide chemical’ means any substance or mixture of sub- 
stances used in the production, storage, or transportation of food which is 
intended for preventing, destroying, repelling, or mitigating any insects, rodents, 
fungi, or weeds and other forms of plant or animal life or viruses, except viruses 
on or in living man or other animals. The term also means any substance or 
mixture of substances used in the production, storage, or transportation of 
food which is subject to the Federal Insecticide, Fungicide, and Rodenticide 
Act of 1947 (7 U. 8S. C. 135) or any amendment thereto, except that such term 
shall not include devices.” 
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This amendment does two things: (1) It substitutes the term “pesticide 
chemical” for “pesticide”; (2) it enlarges the scope of the definition of the 
new term “pesticide chemical” over that presently set forth in the bill for 
“pesticide” by providing that any substance brought under the coverage of the 
Federal Insecticide, Fungicide, and Rodenticide Act of 1947 are to be “pesticide 
chemicals” within the meaning of the bill. 

The substitution of the term “pesticide chemical” for “pesticide” is designed 
to make clear that the tolerance is to be set for components of pesticides rather 
than on specific brand-name formulations and to avoid confusion with com- 
mon usage of the term “pesticide.” This question has been raised in informal 
discussions with officials in the Department of Agriculture in which the view 
has been advanced that “pesticide” refers to a formulated product since it is 
defined in the bill in substantially the same language as the term “economic 
poison” is defined in the Federal Insecticide, Fungicide, and Rodenticide Act 
of 1947. The term “economic poison” in the latter act was intended and has 
been construed to mean a formulated product rather than an ingredient of such 
formulation. 

It is apparent from the purpose of the bill and the impracticability which 
would be involved in a contrary construction that the term “pesticide” (or 
“pesticide chemical”) as defined in H. R. 4277 is not intended to be synonymous 
with the term “economic poison” as defined in the Federal Insecticide, Fungi- 
cide, and Rodenticide Act. The term means and is limited to ingredients in 
an economic poison “used in the production, storage, or transportation of food 
which is intended for preventing, destroying, repelling, or mitigating any insects, 
rodents, fungi, or weeds, and other forms of plant or animal life or viruses, 
except viruses on or in living man or other animals.’ Tolerances are to be 
established for poisonous or deleterious ingredients of a formulated products 
rather than on the formulated or trade-named product itself. 

Throughout the bill, all references to “pesticides” have been changed in these 
proposed amendments to “pesticide chemicals.” 

In addition, the amendment provides that any additional groups of chemicals 
used in agriculture, such as defoliants, which may at a later date come under 
the scope of the Federal Insecticide, Fungicide, and Rodenticide Act of 1947, 
will be covered under this legislation. 

2. Amend section 3, page 2, line 7, by inserting the word “chemical” after 
the word “pesticide.” 

This amendment will make the term correspond with the change in definition. 
(Explanation, see No. 1.) 

3. Amend section 3, page 2, line 8, by inserting the word “chemical” after 
the word “pesticide.” (Explanation, see No. 2.) 

4. Amend section 3, page 2, line 9, by striking out the words “section 407” 
and substituting the words “section 408 (a).” 

This amendment is designed to correct a printing error in the numbering 
of sections. The substance of the pesticides-residue amendment would be con- 
tained in a new section 408 to the Federal Food, Drug, and Cosmetic Act instead 
of section 407 as is now provided in the bill. The act already contains a section 
407 relating to margarine. 

5. Amend section 4, page 2, line 11, by striking out the words “section 406 (b)” 
and substituting the words “section 407 (e).” 

This amendment is designed to correct a printing error in the numbering of 
sections (see No. 4). Since the pesticides-residue amendinent would be con- 
tained in section 408 instead of section 407, it would follow section 407 (e) 
rather than section 406 (b). 

6. Amend section 4, page 2, line 13, by striking out the words “Sec. 407” and 
substituting the words “Sec. 408.” 

This amendment is designed to correct a printing error in the numbering of 
sections (see No. 4). 

7. Amend section 4, page 2, line 13, by inserting the word “chemical” after the 
word “pesticide.” (Explanation, same as No. 2.) 

8. Amend section 4, page 2, line 17, by deleting the word “Administrator” and 
substituting therefor the words “Secretary of Health, Education, and Welfare.” 

This amendment is designed to bring the bill into conformity with the provi- 
sions of Public Law 13, 83d Congress, 1st session, approved April 1, 1953, 
whereby the functions of the Federal Security Agency are transferred to the 
newly created Department of Health, Education, and Welfare, and the powers 
of the Federal Security Administrator were transferred to the Secretary of the 
Department of Health, Education, and Welfare. So as to avoid any ambiguity 
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which might exist as to which Secretary is referred to in the bill, the full title 
of the Secretary is used in this instance. Where later references to the Admin- 
istrator appear, the term “Secretary” has been substituted therefor except 
where, because of proximate references to the Secretary of Agriculture, some 
confusion might arise, the full title “Secretary of Health, Education, and Welfare” 
is used, 

9. Amend section 4, page 2, line 18, by inserting the word “chemical” after 
the word “pesticide.” (Explanation, same as No. 2.) 

10. Amend section 4, page 2, line 19, by deleting the word “Administrator” 
and substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 

11. Amend section 4, page 2, line 22, by inserting the word “chemical” after 
the word “pesticide.” (Explanation, same as No, 2.) 

12. Amend section 4, page 3, line 1, by deleting the word “Administrator” and 
substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 

13. Amend section 4, page 3, line 3, by inserting the word “chemical” after the 


word “pesticide.” (Explanation, same as No. 2.) 
14. Amend section 4, page 3, line 4, by deleting the word “Administrator” and 
substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 


15. Amend section 4, page 3, line 9, by deleting the word “Administrator” and 
substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 

16. Amend section 4, page 3, line 10, by inserting the word “chemical” after 
the word “pesticide.” (Explanation, same as No. 2.) 

17. Amend section 4, page 3, lines 15 through 20, by striking out the entire 

sentence beginning with the word “Any” and ending with the word “tolerance” 
and substituting the following: 
“Any person submitting an application for the registration of an economic poison 
under the Federal Insecticide, Fungicide, and Rodenticide Act of 1947 (7 U. 8. C. 
135) may file with the Secretary of Health, Education, and Welfare a petition 
proposing the issuance of a regulation establishing a tolerance for a pesticide 
chemical which is an ingredient of such economic poison or exempting such a 
pesticide from a tolerance.” 

This amendment is designed to clarify the difference between finished pesti- 
cidal formulations and ingredients of such formulations and to assure that 
tolerances are to be set on the latter Under the Federal Insecticide, fungicide, 
and Rodenticide Act of 1947, economic poisons are registered. The term “eco- 
nomic poison” refers to the formulated pesticide which is actually sold as a 
branded product. Tolerances would be set on the ingredients of such economic 
poisons and the term “pesticide chemical” is used in the bill under the proposed 
amendment to refer to these ingredients. The bill as presently written in pro- 
viding for the registration of pesticides may lead to the interpretation that 
pesticides are synonymous with economic poisons, The amendment would 
clarify this in providing for the registration of economic poisons and the estab- 
lishment of tolerances on pesticide chemicals which are ingredients of such 
economic poisons. 

18. Amend section 4, page 3, line 22, by inserting the word “chemical” after 
the word “pesticide.” (Explanation, same as No. 2.) 

19. Amend section 4, page 3, line 23, by inserting the word “chemical” after 
the word “pesticide.” (Explanation, same as No. 2.) 

20. Amend section 4, page 3, line 25, by inserting the word “chemical” after 
the word “pesticide.” (J2xplanation, same as No. 2.) 

21. Amend section 4, page 4, line 2, by adding at the end of the period following 
the word “petition” the following: 

“Notice of the filing of such petition shall be published in general terms by the 
Secretary within thirty days after filing.” 

This amendment is designed to provide for publication in the Federal Register 
of proposed rule-making under the bill as notice to the general public. This ac- 
cords with the procedure prescribed in section 4 of the Administrative Procedure 
Act for informal rule-making proceedings. 

22. Amend section 4, page 4, line 8, by deleting the word “Administrator” and 
substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 

23. Amend section 4, page 4, line 6, by inserting the word “chemical” after the 
word “pesticide.” (Explanation, same as No. 2.) 

24. Amend section 4, page 4, line 9, by inserting the word “chemical” after 
the word “pesticide.” (Explanation, same as No. 2.) 

25. Amend section 4, page 4, line 10, by inserting the word “chemical” after 
the word “pesticide.” (Explanation, same as No. 2. 
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26. Amend section 4, page 4, line 13, by deleting the worl “Administrator” and 
substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 

27. Amend section 4, page 4, line 19, by deleting the word “Administrator” 
and substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 

28. Amend section 4, page 4, line 21, by deleting the word “Administrator” 
and substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 

29. Amend section 4, page 4, line 25, by inserting the word “chemical” after 
the word “pesticide.” (Explanation, same as No. 2.) 

30. Amend section 4, page 5, line 4, by deleting the word “Administrator” and 
substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 

31. Amend section 4, page 5, line 6, by deleting the word “Administrator” and 
substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 

32. Amend section 4, page 5, line 7, by deleting the word “Administrator” and 
substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 


33. Amend section 4, page 5, line 10, by inserting the word “chemical” after 


the word “pesticide.” (Explanation, same as No. 2.) 

34. Amend section 4, page 5, line 11, by inserting the word “chemical” after 
the word “pesticide.” (Explanation, same as No. 2.) 

35. Amend section 4, page 5, line 23, by deleting the word “Administrator” 
and substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 


36. Amend section 4, page 6, line 1, by deleting the word “Administrator” 
and substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 
37. Amend section 4, page 6, line 7, by deleting the word “Administrator” 


and substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 
3s. Amend section 4, page 6, line 9, by inserting the word “chemical” after 
the word “pesticide.” (Explanation, same as No. 2.) 
39. Amend section 4, page 6, line 10, by deleting the word “Administrator” 


and substituting therefor the word “Secretary.” (lxplanation, same as No. 8.) 

10. Amend section 4, page 6, lines 18 through 25, by striking out the entire sen- 
tence beginning with the word “All” and ending with the word “section,” and 
substituting the following: 

“The Secretary shall include in the record made in connection with the issu- 
ance of an order under clause (2) or (3) or (5) of this section all data submitted 
to him or to an advisory committee in support of a petition relating to such order 
and all data otherwise before him upon which he relies in support of such order 
together with any report and recommendation of an advisory committee. All 
data submitted to the Secretary or to an advisory committee in support of a 
petition under this section shall be considered confidential by the Secretary and 
by an advisory committee until publication of an order under clause (2) or (3) 
of this section. Until such publication, such data shall not be revealed to any 
person other than those authorized by the Secretary or by an advisory committee 
in the carrying out of their official duties under this section.” 

This amendment is designed for two reasons. The first is that the bill makes 
no express provision as to the data which must be incorporated by the Secretary 
in the record of a tolerance proceeding. The amendment is designed to make it 
clear that the administrative record must contain data submitted by a petitioner, 
other data relied upon by the Secretary, and any report and recommendations of 
an advisory committee. The second reason is that the bill provides that informa- 
tion submitted by a petitioner must be deemed confidential for an indefinite 
period. The amendment would enable the disclosure of such information after 
a proposed tolerance was published. 

41. Amend section 4, page 7, line 3, by deleting the word “Administrator” 
and substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 

42. Amend section 4, page 7, line 7, by deleting the word “Administrator” and 
substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 

43. Amend section 4, page 7, lines 8 through 10, by striking out the words 
“Chairman of the Food Protection Committee of the National Research Council” 
and substituting therefor the words “National Academy of Sciences.” 

This amendment is designed to assure that a continuing body is vested with 
the function of participating in the selection of advisory committees. The Food 
Protection Committee of the National Research Council is a committee within 
the National Academy of Sciences which may be abolished at the diseretion of 
the Academy. The National Academy of Sciences is a body corporate organized 
under the act of March 3, 1863 (12 Stat. 806), and has perpetual existence. It is 
contemplated that the Academy would actually delegate its authority under the 
bill to the Chairman of the Food Protection Committee or to a successor commit- 
tee familiar with the subject matter of the bill. 
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44. Amend section 4, page 7, line 15, by deleting the word “Administrator” and 
substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 

45. Amend section 4, page 7, line 19, by deleting the word “Administrator” and 
substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 

46. Amend section 4, page 7, lines 23 and 24, and page 8, lines 1 and 2, by strik- 
ing out the entire sentence beginning with the word “The” on page 7 and ending 
with the word “proposal” on page 8, and substituting the following: 

“A person who has filed a petition in accordance with the provisions of this 
section shall have the right to consult with any advisory committee provided for 
in paragraph (g) in connection with the petition.” 

This amendment is designed to correct a printing error and to remove an ap- 
parent ambiguity in phraseology. No change of substance is intended. 

47, Amend section 4, page 8, line 11, by deleting the word “Administrator” and 
substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 

48. Amend section 4, page 8, line 13, by deleting the word “Administrator” and 
substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 

49. Amend section 4, page 8, lines 14-15, by deleting the word “Administra- 
tor’s” and substituting therefor the word “Secretary's.” (Explanation, same as 
No. 8.) 

50. Amend section 4, page 8, line 18, by striking out the words “the Pesticides 
Advisory Committee” and substituting therefor the words “an advisory com- 
mittee.” 

This amendment is designed to correct a printing error. The use of the term 
“Pesticides Advisory Committee’ indicates an established single committee 
whereas the bill contemplates the establishment of committees. 

51. Amend section 4, page 8, line 20, by deleting the word “Administrator” 
and substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 

52. Amend section 4, page 8, line 21, by deleting the word “Administrator” 
and substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 

53. Amend section 4, page 9, line 4, by deleting the word “Administrator” 
and substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 

54. Amend section 4, page 9, line 10, by deleting the word “Administrator” 
and substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 

55. Amend section 4, page 9, line 15, by deleting the word “Administrator” 
and substituting therefor the word “Secretary” where it appears in two places. 
(Explanation, same as No. 8.) 

56. Amend section 4, page 9, line 19, by deleting the word “Administrator” 
and substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 

57. Amend section 4, page 9, lines 28-24, by deleting the word “Administrator’s” 
and substituting therefor the word “Secretary’s.” (Explanation, same as No. 8.) 

58. Amend section 4, page 9, line 25, by deleting the word “Administrator” 
and substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 

59. Amend section 4, page 10, line 2, by inserting the word “chemical” after 
the word “pesticide.” (Explanation, same as No. 2.) 

60. Amend section 4, page 10, line 4, by inserting the word “chemical” after 
the word “pesticide.” (Explanation, same as No. 2.) 

61. Amend section 4, page 10, line 7, by inserting the word “chemical” after 
the word “pesticide.” (Explanation, same as No. 2.) 

62. Amend section 4, page 10, line 8, by deleting the word “Administrator” 
and substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 

63. Amend section 4, page 10, line 15, by striking out the word “pesticides” 
and substituting therefor the words “pesticide chemicals.” (Explanation, same 
as No. 2.) 

64. Amend section 4, page 10, lines 15-16, by deleting the word “Administrator” 
and substituting therefor the word “Secretary.” (Explanation, same as No. 8.) 

65. Amend section 4, page 10, line 22, by striking out the word “pesticides” and 
substituting therefor the words “pesticide chemicals.” (Explanation, same as 
No. 2.) 

66. Amend section 4, page 11, lines 3 through 11, by striking out the entire 
paragraph and substituting therefor the following: 

“(1) The Secretary of Agriculture, upon the request of any person submitting 
an application for the registration of an economic poison under the Federal 
Insecticide, Fungicide, and Rodenticide Act, or upon the request of the Secretary 
of Health, Education, and Welfare, shall certify to the Secretary of Health, 
Education, and Welfare whether or not a pesticide chemical which is an ingre- 
dient of such economic poison is useful for the purpose for which a tolerance or 
exemption is sought. Within twenty days the Secretary of Agriculture shall 
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either (i) certify to the Secretary of Health, Education, and Welfare that the 
pesticide chemical is useful for the purpose for which a tolerance or exemption 
is sought, or (ii) notify the person requesting the certification of his proposal to 
certify that the pesticide chemical is not useful for the purpose for which a tol- 
erance or exemption is sought, or is useful for only some of the purposes for 
which a tolerance or exemption is sought. In the event of (ii), the person 
requesting the certification, within one week after receiving the proposed certifi- 
eation, shall either (i) request the Secretary of Agriculture to certify to the 
Secretary of Health, Education, and Welfare on the basis of the proposed cer- 
tification or (ii) request a hearing. In the event a hearing is requested the Sec- 
retary of Agriculture shall provide opportunity for a prompt hearing. The cer- 
tification of the Secretary of Agriculture as the result of such hearing shall be 
based only on substantial evidence of record at the hearing and shall set forth 
detailed findings of fact. In no event shall the time elapsing between the making 
of a request for a certification under this paragraph and final certification by the 
Secretary of Agriculture exceed sixty days 

“The Secretary of Agriculture, after due notice and opportunity for public 
hearing, is authorized to promulgate rules and regulations for carrying out the 
provisions of this paragraph.” 

This amendment is designed for three reasons. The first is the same as that 
behind amendment No. 17, that is, to differentiate between economic poisons which 
are pesticidal formulations and pesticide chemicals which are ingredients of 
such economic poisons. 

The second is to provide for the opportunity for a hearing on a record before 
the Secretary of Agriculture in the event that the Secretary of Agriculture pro- 
poses to certify that a pesticide chemical is not useful. Time limits are set for 
such action to avoid undue interference with the orderly process of setting tol- 
erances. The express right to a hearing on a record before the Secretary of Agri- 
culture makes an adverse certification to the Secretary of Health, Education, and 
Welfare appear to be feasible and fair in view of the implications of such a 
decision and would be a necessary preliminary to court review. 

The third reason for the amendment is to enable the Secretary to establish 
rules and regulations implementing the certification process. 

67. Amend section 4, page 11, line 12, by deleting the word “Administrator” 
and substituting therefor the words “Secretary of Health, Education, and 
Welfare.” (Explanation, same as No. 8.) 

68. Amend section 4, page 11, line 17, by striking out the period following the 
word “repealed” and adding the following: 

“which shall conform to the procedure under this section for establishing regula- 
tions, including the appointment of advisory committees and the procedure for 
referring petitioas to such committees.” 

This amendment is designed to make it clear that regulations under the bill 
are to be amended or repealed in the same manner expressly provided for in 
establishing them. This would be necessary in the interest of consistency since 
amendments and repeals would have the same force and effect as initial 
regulations. 





EXHIBIT 2 


H. R. 4277, 8838p CoNnaress, 1st SEsSION—WITH PRoPOosED AMENDMENTS 


A BILL To provide for the health and protection of the citizens of the United States 
from harmful chemical additives in pesticides 


Be it enacted by the Senate and House of Representatives of the United States 
of America in Congress assembled, That this Act may be cited as the “Pesticides- 
Residue Amendment to the Federal Food, Drug, and Cosmetic Act.” 

Sec. 2. Section 201 of the Federal Food, Drug, and Cosmetic Act is amended by 
adding at the end thereof the following new paragraph: 

“(q) The term [‘pesticide’] ‘pesticide chemical’ means any substance or 
mixture of substances used in the production, storage, or transportation of food 
which is intended for preventing, destroying, repelling, or mitigating any insects, 
rodents, fungi, or weeds, and other forms of plant or animal life or viruses, except 
viruses on or in living man or other animals.[’] The term also means any 
substance or mixture of substances used in the production, storage, or transporta- 
tion of food which is subject to the Federal Insecticide, Fungicide, and Rodenticide 
Act of 1947 (7 U. S. C. 135) or any amendments thereto, except that such term 
shall not include devices.” 
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Sec. 3. Section 402 (a) (2) of the Federal Food, Drug, and Cosmetic Act is 
amended to read as follows: 

“(2) if it bears or contains any added poisonous or added deleterious substance 
which is unsafe within the meaning of section 406, except a pesticide chemical, 
or if it bears or contains any poisonous or deleterious pesticide chemical which 
is unsafe within the meaning of section [407] 408 (a) ;” 

Sec. 4. The Federal Food, Drug, and Cosmetic Act is amended by adding at 
the end of section [406 (b)] 407 (e) the following new section : 

“Sec. [407] 408. (a) Any poisonous or deleterious pesticide chemical added 
to a food shall be deemed unsafe for the purposes of the application of clause (2) 
of section 402 (a) unless (1) the quantity thereof does not exceed the limits of a 
tolerance prescribed by the [Administrator] Secretary of Health, Education, and 
Welfare under paragraph (b) of this section; or (2) the pesticide chemical has 
been exempted from the requirement of a tolerance by the [Administrator] 
Secretary under paragraph (c) of this section While a tolerance is in effect, 
a food shall be deemed to be adulterated if the quantity of the pesticide chemical 
which it bears or contains exceeds such tolerance. While a tolerance, or an 
exemption from a tolerance, is in effect, clause (1) of section 402 (a) shall 
not apply. 

“(b) The [Administrator] Secretary shall promulgate regulations establishing 
a tolerance for any poisonous or deleterious pesticide chemical to the extent 
necessary to protect the public health. In establishing such a regulation, the 
[Administrator] Secretary shall give appropriate consideration to the necessity 
for the production of an adequate and wholesome food supply. Such regulations 
shall be promulgated in the manner prescribed in paragraphs (d) or (e) of this 
section 

“(c) The [Administrator] Secretary shall promulgate regulations exempting 
any pesticide chemical from the necessity of a tolerance under paragraph (b) 
of this section when such a tolerance is not necessary to protect the public health. 
Such regulations shall be promulgated in the manner prescribed in paragraphs 
(d) or (e) of this section. 

“(d) (1) Any person submitting an application for the registration of [a 
pesticide] an economic potson under the Federal Insecticide, Fungicide, and 
Rodenticide Act of 1947 (7 U. S. C. 135) may file with the [Administrator] 
Seerctary of Health, Education, and Welfare a petition proposing the issuance 
of a regulation establishing a tolerance for [the] a pesticide chemical which is 
an ingredient of such economic poison or exempting the pesticide chemical from 
a tolerance. The petition shall contain data showing (i) the name, chemical 
identity, and composition of the pesticide chemical, (ii) the amount, frequency, 
and time of application of the pesticide chemical, (iii) toxicity information, (iv) 
tests showing the amount of residue remaining, (v) proposed tolerances for the 
pesticide chemical if tolerances are proposed, and (vi) reasonable grounds in 
support of the petition. Notice of the filing of such petition shall be published 
in general terms by the Secretary within 30 days after filing. 

“(2) Within 90 days after filing, the [Administrator] Secretary shall, after 
giving due consideration to the data submitted or otherwise before him and after 
certification by the Secretary of Agriculture that the pesticide chemical named 
in the petition is useful for the purpose for which the tolerance or exemption is 
sought, make public a regulation (a) establishing a tolerance for the pesticide 
chemical named in the petition or (b) exempting the pesticide chemical from 
the necessity of a tolerance, unless within such 90-day period the person filing 
the petition requests that the petition be referred to an advisory committee or if 
the [Administrator] Secretary within such period otherwise deems such referral 
necessary, in either of which event the provisions of clause (3) of paragraph (d) 
of this section shall apply in lieu hereof. 

“(3) In the event that the person filing the petition requests within 90 days 
after filing that the petition be referred to an advisory committee, or the [Admin- 
istrator] Secretary within such period otherwise deems such referral necessary, 
the [Administrator] Secretary shall forthwith submit the petition and other 
data before him to an advisory committee to be appointed in accordance with 
paragraph (g) of this section provided that the Secretary of Agriculture has 
certified that the pesticide chemical named in the petition is useful for the 
purpose for which a tolerance or exemption is sought. As soon as practicable 
thereafter, but in no event later than 60 days after such referral, the committee 
shall, after independent study of the data submitted to it by the CAdministrator] 
Seerctary and other data before it, certify a report and recommendations on the 
proposal in the petition to the [Administrator] Secretary. Within 30 days 
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thereafter, the [Administrator] Secretary shall, after giving due consideration 
to the data before him including the report and recommendations of the advisory 
committee, make public a regulation (a) establishing a tolerance for the pesticide 
chemical named in the petition or (b) exempting the pesticide chemical from 
the necessity of a tolerance. 

“(4) The regulations proposed under clause (2) or (3) of paragraph (d) of 
this section will be effective upon publication. 

“(5) Within ninety days after publication any interested person may file 
objections specifying with particularity the changes desired in the regulation 
and stating reasonable ground therefor. Copy of the objections shall be served 
on the petitioner if the proposed regulations were issued pursuant to a petition. 
The petitioner shall have two weeks to reply to the objections. As soon as prac- 
ticable thereafter the [Administrator] Secretary shall make public his action in 
affirming, modifying, or revising the regulation objected to. Such action shall be 
effective upon publication. The [Administrator] Secretary shall base his order 
under this clause or under clause (2) or (3) of paragraph (d) of this section on 
substantial evidence of record including any report or recommendation of an 
advisory committee and shall set forth as part of the order detailed findings of 
fact upon which the order is based 

“(e) The [Administrator] Secretary may at any time upon his own initiative 
propose the issuance of a regulation establishing a tolerance for a pesticide 
chemical or exempting it from the necessity of a tolerance. The [Administrator] 
Secretary shall publish such proposal in general terms and shall give any inter- 
ested person thirty days after such publication within which to file a petition in 
accordance with paragraph (d) of this section. In the event that no such petition 
is filed, the proposal shall be published as a regulation and shall become effective 
upon publication. Such regulation shall then be subject to clause (5) of 
paragraph (d). 

C(f) All data submitted to the Administrator in support of a petition pro- 
posing the issuance of a regulation contemplated by this section shall be consid- 
ered confidential by the Administrator and by an advisory committee and shall 
not be revealed Lo any person other than those authorized by the Administrator 
and by an advisory committee in the carrying out of their official duties under 
this section or the court under the provisions of paragraph (i) of this section.] 

“(f) The Secretary shall include in the record made in connection with the 
issuance of an order under clause (2) or (3) or (5) of this section all data sub- 
milted to him or to an advisory committee in support of a petition relating to 
such order and all data otherwise before him upon which he relies in support of 
such order together with any report and recommendation of an advisory com- 
mittee. All data submitted to the Secretary or to an advisory committee in sup- 
port of a petition under this section shall be considered confidential by the Sec- 
retary and by an advisory committee until publication of an order under clause 

2) or (8) of this section. Until such publication, such data shall not be revealed 
to any person other than those authorized by the Secretary or by an advisory 
committee in the carrying out of their official duties under this section.” 

“(g) Whenever the referral of a petition or proposal to an advisory com- 
mittee is requested under this section, the [Administrator] Secretary shall 
forthwith appoint a committee of disinterested experts to review the petition 
and to make a report and recommendations thereon. The Committee shall be 
composed of experts, particularly qualified in the specific subject matter of 
the petition, selected by the [Administrator] Secretary, by the person filing the 
petition, and by the Chairman of the Food Protection Committee of the National 
Research Council, the same number of experts to be selected by each. The 
members shall not be subject to any other provisions of law regarding the 
appointment and compensation of employees of the United States. Members of a 
committee shall receive as compensation for their services a reasonable per diem, 
which the [Administrator] Secretary shall by rules and regulations prescribe, 
for time actually spent in the work of the committee, and shall in addition be 
reimbursed for their necessary traveling and subsistence expenses while so serving 
away from their places of residence. The [Administrator] Secretary shall 
furnish the committee with adequate clerical and other assistance, and shall by 
rules and regulations prescribe the procedure to be followed by the committee. 

C‘‘(h) The petitioner, if the proposed regulations were issued pursuant to a 
petition shall have the right to consult with such committee, as provided in 
subsection (g) of section 5, in connection with the petition or proposal.] 

“(h) A person who has filed a petition in accordance with the provisions of 
this section shall have the right to consult with any advisory committee provided 
for in paragraph (g) in connection with the petition. 
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“(i) Any person filing a petition under this section or filing objections under 
clause (5) of paragraph (d) of this section who will be adversely affected vy 
any order under paragraphs (d), (e), or (f) of this section may appeal from 
such order by filing in the United States District Court for the District of 
Columbia, within 60 days after the entry of the order, a petition praying that 
the order be modified, amended, or set aside in whole or in part. A copy of 
the petition shall be forthwith served upon the [Administrator] Secretary, or 
upon any officer designated by him for that purpose, and thereupon the [Admin- 
istrator] Secretary shall certify and file in the court a transcript of the entire 
record including a copy of the CAdministrator’s] Secretary's findings, conclusions, 
and order, both proposed and final, including any objections, and replies filed 
thereto, any report or recommendations which may have been made by the 
Pesticides Advisory Committee together with copies of the original petition and 
supporting data upon which the case was heard and submitted to the [Admin- 
istrator] Secretary. Such petition and transcript certified by the [Administra- 
tor} Secretary shall upon filing in the district court constitute the pleadings 
and the evidence upon which the trial shall proceed subject to the right of the 
court to allow the taking of such oral testimony which may be necessary and 
relevant to the pleadings and the evidence. Upon such filing, the court shall 
have exclusive jurisdiction to affirm or set aside the order complained of or to 
make findings of fact on the evidence with an order to the [Administrator] 
Secretary to modify or amend his order in conformity thereto, provided that 
the court shall consider and weigh the evidence before it de novo and no presump- 
tive force or effect shall be given to the validity of the order complained of. 

“If application is made to the court for leave to adduce additional evidence, 
the court may order such additional evidence to be taken before the CAdminis- 
trator} Secretary and to be adduced upon the hearing in such manner and upon 
such terms and conditions as to the court may seem proper, if such evidence is 
material and there were reasonable grounds for failure to adduce such evidence 
in the proceeding before the [Administrator] Secretary. The [Administrator] 
Secretary may modify his findings as to the facts by reason of the additional 
evidence so taken, and he shall file with the court such modified findings. The 
judgment and decree of the court affirming, modifying, or setting aside any such 
order of the [Administrator] Secretary shall be final, subject to review as pro- 
vided in sections 1254 and 1291-1294 of title 28. The commencement of proceed- 
ings under this section shal! not, unless specifically ordered by the court to the 
contrary, operate as a stay of the [Administrator’s] Secretary's order. 

“(j) The [Administrator] Secretary may, upon the request of any person 
who has obtained an experimental permit for a pesticide chemical under the 
Federal Insecticide, Fungicide, and Rodenticide Act (7 U. 8. C. 135) or upon his 
own initiative, establish a temporary tolerance for the pesticide chemical for 
the uses covered by the permit whenever in his judgment such action is deemed 
necessary to protect the public health or may exempt such pesticide chemical 
from a tolerance. In establishing such a tolerance, the [Administrator] Sec- 
retary shall give due regard to the necessity for experimental work in develop- 
ing an adequate and wholesome food supply and to the limited hazard to the 
public health involved in such work when conducted in accordance with appli- 
cable regulations under the Federal Insecticide, Fungicide, and Rodenticide Act. 

“(k) (1) Regulations or proposed regulations affecting [pesticides] pesticide 
chemicals which are promulgated by the [Administrator] Secretary after the 
effective date of this section or within 90 days prior thereto under the authority 
of section 406 (a) and the procedure specified by section 701 (e) shall be deemed 
to be regulations under clause (5) of paragraph (d) of this section and shall be 
subject to all provisions of this section applicable thereto. 

(2) Regulations affecting [pesticides] pesticide chemicals which have be- 
come final before the effective date of this section under the authority of see- 
tion 406 (a) and the procedure specified by section 701 (e) shall remain in full 
force and effect but shall be amended or repealed in the manner prescribed in 
this section and shall be otherwise subject thereto. 

(“(1) The Secretary of Agriculture shall, upon the request of any person 
submitting an application for the registration of a pesticide under the Federal 
Insecticide, Fungicide, and Rodenticide Act or upon the request of the Adminis- 
trator, certify to the Administrator whether or not the pesticide is useful for the 
purpose for which a tolerance or exemption is requested under this section. 
Such certification shall be made as soon as practicable after a request is made, 
but in no event later than 30 days thereafter.J 
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“(l) The Secretary of Agriculture upon the request of any person submitting 
an application for the registration of an economic poison under the Federal 
Insecticide, Fungicide, and Rodenticide Act, or upon the request of the Secretary 
of Heaith, Education and Welfare shall certify to the Secretary of Health, 
Education and Welfare whether or not a pesticide chemical which is an ingredient 
of such economic poison is useful for the purpose for which a tolerance or 
exemption is sought. Within twenty days, the Secretary of Agriculture shall 
either (i) certify to the Secretary of Health, Education and Welfare that the 
pesticide chemical is useful for the purpose for which a tolerance or exemption 
is sought, or (ii) notify the person requesting the certification of his proposal 
to certify that the pesticide chemical is not useful for the purpose for which 
a tolerance or exemption is sought, or is useful for only some of the purposes 
for which a tolerance or ere cption is sought. In the event of (ii), the person 
requesting the certification, within one week after receiving the proposed certifica- 
tion, shall either (i) request the Secretary of Agriculture to certify to the 
Secretary of Health, Education and Welfare on the basis of the proposed certifi- 
cation or (ii) request a hearing. In the event a hearing is requested, the 
Secretary of Agriculture shall provide opportunity for a prompt hearing. The 
certification of the Secretary of Agriculture as the result of such hearing shall 
be based only on substantial evidence of record at the hearing and shall set forth 
detailed findings of fact. Inno event shall the time elapsing between the making 
of a request for a certification under this paragraph and final certification by 
the Secretary of Agriculture ecceed siaty days 

“The Secretary of Agriculture, after due notice and opportunity for public 
hearing, is authorized to promulgate rules and regulations for carrying out the 
provisions of this paragraph.” 

“(m) The [Administrator] Secretary of Health, Education, and Welfare after 
due notice and opportunity for a public hearing is authorized to promulgate 
rules and regulations for the efficient administration and enforcement of this 
section. Such rules and regulations shall prescribe the manner in which regu- 
lations under this section may be amended or repealed [."] which shall conform 
to the procedure under this section for establishing regulations, including the 
appointment of advisory committees and the procedure for referring petitions to 
such committees.” 

Sec. 5. There is hereby authorized to be appropriated, out of any moneys in 
the Treasury not otherwise appropriated, such sums as may be necessary for the 
purpose and administration of this Act. 

Sec. 6. All provisions of this Act shall take effect upon enactment. 





EXHIBIT 3 
INTERPRETIVE STATEMENTS REQUESTED IN CONJUNCTION WitTH H. R. 4277 


(1) One important interpretive question is whether the term “pesticide chem- 
ical’ as defined and used in the bill refers to a specific formulated product or 
to an ingredient of such formulation. This question has been raised in informal 
discussions with officials in the Department of Agriculture in which the view 
has been adynced that “pesticide chemical” refers to a formulated product since 
it is defined in the bill in substantially the same language as the term “economic 
poison” is defined in the Federal Insecticide, Fungicide, and Rodenticide Act of 
1947. The term “economic poison” in the latter act was intended and has been 
construed to mean a formulated product rather than an ingredient of such 
formulation. 

It is apparent from the purpose of the bill and the impracticability which 
would be involved in a contrary construction that the term “pesticide chemical” 
as defined in H. R. 4277 is not intended to be synonymous with the term “eco- 
nomic poison” as defined in the Federal Insecticide, Fungicide, and Rodenticide 
Act. The term means and is limited to ingredients in an economic poison “used 
in the production, storage, or transportation of food which is intended for pre- 
venting, destroying, repelling, or mitigating any insects, rodents, fungi, or weeds, 
and other forms of plant or animal life or viruses, except viruses on or ‘in 
living man or other animals.” Tolerances are to be established for poisonous 
or deleterious ingredients of a formulated product rather than on the formulated 
or trade named product itself. 
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(2) A further important interpretive question concerns the nature and scope 
of the data which must be submitted as a part of a petition proposing the issuance 
of a regulation establishing a tolerance or making an exemption from a toler- 
ance. Part 3 of the bil, paragraph (d) (1) specifies that “the petition shall 
contain data showing (i) the name, chemical identity, and composition of the 
pesticide, (ii) the amount, frequency, and time of application of the pesticide, 
(iii) toxicity information, (iv) tests showing the amount of residue re- 
maining, * * *” 

We do not believe that any one of tuese requirements should be considered as 
an essential in order to establish a tolerance for that product. In some instances, 
portions of this data may be impossible to obtain. For example, there may not 
be a specific chemical method of analysis by which the residues of a particular 
pesticide could be determined, although by a combination of biological and chem- 
ical methods, or by analogy, adequate residue data can be obtained. In another 
instance, the exact chemical identity of the product may not be known. How- 
ever, toxicity data may show that the compound is of such a low order of toxicity 
that the absence of an exact chemical test or the lack of knowledge on the exact 
chemical identity of the product would be unimportant except from an academic 
viewpoint. We believe that these provisions should be interpreted in the light 
of available scientific data and techniques. If enough is known concerning 
these factors to lead to the conclusion that a tolerance can be established which 
would adequately protect the public health, then a tolerance should be set on 
that basis. 

(3) Another important interpretive question which is presented is the legis- 
lative meaning of the term “useful” as it is employed in the bill. This term 
is an important one since tolerances are set and exemptions are made only on 
those pesticides which the Secretary of Agriculture certifies to be “useful for 
the purpose for which a tolerance or exemption is requested.” 

We feel that the usefulness of a pesticide for the purposes of certification 
under H. R. 4277 should be determined upon the basis of its biological or pest 
control efficacy. In other words, the term “useful” should be construed in terms 
of whether or not a pesticide in question has the capacity to reduce or control 
a pest or group of pests or indicates reasonable promise of reducing or con- 
trolling pests. Reduction or control of pests with the pesticide should be com- 
pared with results in the absence of pesticidal controls. For example, pesti- 
cide should be certified as useful for the purpose of establishing a tolerance on 
fresh fruits if it has the capacity to reduce or control one or more pests peculiar 
to fresh fruits or to a specific fruit, or if it indicates reasonable promise of per- 
forming such a beneficial function. 

Usefulness of a pesticide under H. R. 4277 should not be determined upon the 
basis of factors which are not directly related to biological or pest control efficacy. 
These other factors are considered in passing upon registration under the Federal 
Insecticide, Fungicide, and Rodenticide Act of 1947. 

(4) A further interpretive question is whether the bill authorizes the Depart- 
ment of Health, Education, and Welfare to establish a tolerance for a poisonous 
or deleterious pesticide at zero in the event that this is determined necessary 
to protect the public health. This question has been raised in informal discus- 
sions with officials in the Food and Drug Administration. 

In our opinion, the authority to do this is implicit in the bill but should be 
made clear in the legislative history to avoid any possible uncertainty. 


Mr. Sprtncer. Willard M. Fifield, director of the University of 
Florida Agricultural Experiment Station. 

How long will your statement take? 

Mr. Firtevp. A great part of my statement I must admit deals with 
my personal qualifications. If I can dispense with the reading of 
those, the rest will be very brief. 

Mr. Srrincer. Very well. 

(The statement of qualifications of Mr. Fifield follows:) 


STATEMENT OF PERSONAL QUALIFICATIONS SUBMITTED BY WILLARD M. FIFIELp, 
DrrEcTOR, UNIVERSITY OF FLORIDA AGRICULTURAL EXPERIMENT STATION, JULY 14, 
1953 


My name is Willard M. Fifield, and I am director of the University of Florida 
Agricultural Experiment Station, with headquarters at Gainesville, Fla. I was 
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graduated from the University of Florida with the degree of bachelor of science 
in agriculture in 1980, and the master of science degree in 1932. I have had 
additional graduate work at Cornell University, chiefly in the botanical sciences. 
I was appointed assistant horticulturist, subtropical experiment station, Home- 
stead, Fla., a branch of the Florida Agricultural Experiment Station, July 1, 1932. 
My work was in horticulture with vegetable crops. On July 1, 1938, I was 
promoted to horticulturist acting in charge of that station, which position I 
held until my appointment January 1, 1941, as assistant to the director, agricul- 
tural experiment station at Gainesville. I was promoted to assistant director 
on July 1, 1941. On March 8, 1942, I was called to active duty with the Army 
Air Forces and was relieved from active duty and reported back to the station 
January 1, 1946. I was appointed acting director of the station February 1, 
1950, and on March 1, 1950, I was appointed director. 

Except for the service in the Armed Forces, I have held continuous employ- 
ment with the Florida Agricultural Experiment Station since July 1, 1930, when 
I was a graduate assistant in pecan investigations. During this period of ap- 
proximately 28 years, I have become quite familiar with the agricultural prob 
lems of Florida, and the conduct of research at the Florida Agricultural Experi 
ment Station. 

I hold membership in the following professional and scientific organizations : 

Florida State Horticultural Society 

Soil Science Society of Florida 

Florida Dairy Industry Association (honorary member) 
Alpha Zeta, honorary agricultural chemical fraternity 
Gamma Sigma Epsilon, honorary chemical fraternity 
Vhi Sigma, honorary biology fraternity 

Sigma Xi, honorary scientific society 

I am an elected fellow of the American Association for the Advancement of 
Science. I am author of several scientific bulletins and articles in the field of 
horticultural research. I am currently a member of the experiment station 
directors committee of nine advisory to the United States Secretary of Agricul- 
ture on regional research with Federal funds. I am also a member of the 
national experiment station committee on policy's subcommittee on pesticides. 


STATEMENT OF WILLARD M. FIFIELD, DIRECTOR, UNIVERSITY 
OF FLORIDA AGRICULTURAL EXPERIMENT STATION, GAINES- 
VILLE, FLA. 


Mr. Firreitp. My statement consists of two double-spaced pages. 

The University of Florida Agricultural Experiment Station has 
played a significant role in the development of recommendations for 
the use of chemical materials in the production of quality vegetables, 
fruits, and animal products. We are therefore directly concerned 
with legislation which deals with such chemicals as are used as pesti- 
cides in the control of disease and insect pests in crop and livestock 
production. 

It is my considered opinion that the bill under consideration (H. R. 
4277) is a constructive piece of legislation and should become law. 

he ee of the bill which are important are: 

. It provides for the regulation and control of chemical pesticides 

se auia ate from the h: andling: of chemicals in essentially unrelated fields. 

2. It provides positive and relatively simple machinery with which 
to control chemical pesticides, with definite provisions in the interests 
both of the public welfare and of the chemical manufacturing in- 
ae 

. By specifically defining the duties of both public and private 

agencies, the bill clarifies and makes practical the role of each con- 
cerned party. 

4. It provides a practical means of establishing tolerance limits 
promptly and to the extent necessary to protect the public health. 
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5. It is my belief that enactment of this bill will stimulate con- 
structive research in the whole field of pest control. 

In addition to these specific points, on April 23, 1953, I served as 
chairman of a meeting at Orlando, Fla., which was attended by some 
35 to 40 individuals representing all phases of Florida’s agricultural 
industries. This proposed bill was thoroughly discussed, and a reso- 
lution unanimously adopted recommending this bill as constructive 
legislation. Doubtless most members of this commitee have seen 
copies of this resolution. 

Other formal action has been taken by organized Florida eae 
to the same end. The Florida State Horticultural Society, the 
Florida Citrus Commission, the Florida Nurserymen’s Association, 
the Florida Agricultural Research Institute, and the Florida Fruit 
and Vegetable Association have all taken such action. These groups 
represent all phases of the industry—producers, processors, and vari- 
ous suppliers of agricultural equipment and materials. 

In closing my statement, I may say that this bill has the support 
of those members of the research staff of our station as do research 
in the field of pest control on crop plants. These people are con- 
cerned directly with food production as well as wl health and 
welfare. They have been fearful that unnecessary legal restrictions, 
or interpretations thereof, might seriously curtail the Nation’s food 
supply and the economic welfare of Florida producers. 

Mr. Chairman, that concludes my prepared statement. If it meets 
with the approval of the committee I would like to introduce into 
this testimony a telegram from the Florida Fruit and Vegetable 
Association. May I read that? 

Mr. Springer. You may insert that in the record and read it. 

Mr. Firtetp. “Orlando Florida” addressed to me: 

We fully endorse the testimony you have filed for presentation before the 
Subcommittee on Interstate and Foreign Commerce at the hearing on the new 
Miller bill on July 14 and hereby authorize you to speak in our behalf. 

Signed Geoffrey C. David, secretary-treasurer of the Florida Fruit 
and Vegetable Association. 

Mr. Sprincer. Any questions? 

Mr. Rocers. Do you know of any agricultural organization that is 
opposing the bill? 

Mr. Firrevp. So far as I know I have heard no opposition in the 
State of Florida. 

Mr. Rogers. This is one bill that is unanimously approved by all 
people concerned ? 

Mr. Firtevp. To the best of my knowledge. 

Mr. Sprincer. Thank you. 

Dr. George C. Decker, head of the economic entomology section, 
Illinois Natural History Survey and Illinois Agricultural Experi- 
ment Station, Urbana, Il. 

I will vouch for Mr. Decker’s qualifications in every way. 
You may proceed. 
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STATEMENT OF GEORGE C. DECKER, HEAD, ECONOMIC ENTOMOL- 
OGY SECTION, ILLINOIS NATURAL HISTORY SURVEY, AND ILLI- 
NOIS AGRICULTURAL EXPERIMENT STATION, URBANA, ILL. 


Mr. Decker. Mr. Chairman, in the interest of speeding up may I 
omit certain paragraphs that might be irrelevant. They are in the 
statement. 

Mr. Sprincer. You may do that. 

Mr. Decxer. In regard to this bill H. R. 4277, dealing with pesti- 
cides. May I say that pesticides, of course, are not the only chemi- 
cals that get into foods. We are told that literally hundreds of chem- 
icals find their way into foods in one way or another. Many sub- 
stances are deliberately added to specific foods to impart to them cer- 
tain desirable qualities, such as flavor, color, odor and texture, or to 
aid in their preservation or processing. Others may find their way 
into foods in small amounts more or less incidentally in the produc- 
tion or processing of these foods. 

There are those who would lump these all together under the term 
“chemical additives.” 

The food-protection committee of the National Research Council, 
however, has from its very inception recognized a distinction between 
these two classes of additives and has consistently referred to them 
as “intentional chemical additives” and “incidental chemical addi- 
tives” respectively. 

In contrast to H. R. 2245, which would continue to lump all chemi- 
cal additives together, the Miller bill, H. R. 4277, recognizes pesticides 
as a specific class of chemical additive which, because oftheir peculiar 
attributes, must be recognized, considered, and dealt with as a problem 
separate from the problem of intentional additives. The Congress 
has previously winthy recognized this necessary distinction in writing 
section 406 (a) of the present Food and Drug Act. 

In common with most other entomologists, I believe that the preser- 
vation of this distinction in science and in law is vital to agriculture 
and to the maintenance of food supply. 

I will say there is abundant evidence to indicate that fruits and 
vegetables and many other staple crops cannot be ——— economi- 
cally, efficiently, and in adequate volume without chemical protection 
from insects, plant diseases, weeds, and other pests. 

In accomplishing that assignment, pest control, we need a choice of 
materials. ‘Each pesticidal chemical has its distinct advantages, dis- 
advantages, and special uses. Therefore, just as the physician and 
the pharmacist require a general assortment of pharmaceuticals for 
the compounding of prescriptions, so, too, the agriculturist and the 
pesticide dealer should have ready access to the largest possible assort- 
ment of chemicals so that they may likewise prescribe specific treat- 
ments to fit specific conditions. 

That has been very important to me currently. 

This past 3 months, with a favorable season following a mild winter, 
many insect pests have plagued Illinois farmers, and almost daily 1 
have been called upon to make prescription recommendations, that is, 
select from the many available insecticides the one or ones that under 
a given set of field conditions could be practically and safely used to 
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control 3 or more pests that were attacking a crop at the same time. 
In this respect H. R. 4277 is again commendable because it provides 
that the Secretary of Agriculture, who is in charge of the Government 
agency best qualified to supply and evaluate the nec essary research 
data, shall pass judgment on the necessity for the use of a pesticide. 

In evaluating the problem of chemicals in foods, and so on, the con- 
sumer should receive first consideration, but it is also important that 
the food producer be adequately protected against unwise, unnecessary 
arbitrary actions. When we consider that the use of pesticides is 
essential to the successful production of many crops and that at the 

same time foods must be protected from excessive or harmful con- 
tamination, it would appe - that Congress acted wisely in establishing 
a dual system of controls by the F ood and Dr ug Administration and 
the Department of Agriculture. I believe that both the Food, Drug, 
and Cosmetic Act, and the Insecticide, Fungicide, and Rodenticide 
Act will be strengthened by the provisions of H. R. 4277, and certainly 
the continuance of the dual system of control appears to be desirable 
and proper. In this way all interests are more nearly assured proper 
and adequate consideration and the probability of unjustifiable arbi- 
trary action by any one agency is greatly reduced. 

The general public and many public officials seem to have lost sight 
of the fact that in the case of pesticides we have the additional protec- 
tion of the Federal Insecticide, Fungicide, and Rodenticide Act of 
1947. 

Under this act, all economic poisons (pesticides) must be registered 
with the United States Department of Agriculture before they can 
enter interstate commerce. Before a pesticide is registered, the De- 
partment requires that the producer present his labels for review and 
satisfactorily establish all claims thereon. 

The act provides that the label must bear adequate caution or warn- 
ing statements, directions for use, and such additional information as 
will, if properly complied with, afford adequate protection to the 
public. ‘This act has been in force only 5 years and yet, in my opinion, 
it has done more than any other single piece of legislation to properly 
regulate and control the sale, distr ibution, and use of pesticides. 

Unreliable and hazardous products have been driven out of exist- 
ence. There is no reason why the provisions of this act should be 
duplicated in the food and drug law or superseded by it. H. R. 4277 
is clear and correct in this respect 

The record of pesticide usage is certainly not bad. Despite the 
use of millions of pounds of pesticidal chemicals annually for the 
past 5 years, there are very few recorded deaths attributable to insec- 
ticides, and all of them were apparently due to operational hazards 
and/or misuse of the material. 

I know of no accidental deaths correctly attributable to pesticidal 
residue in or on food. C iting the record in my home State, Illinois, 
I find that in 1948, of the 5,752 accidental deaths in the State, the 
largest number, 1,950, involved automobiles. 

Only 104 were listed as accidental poisonings, and over half of 
these (56) were attributable to barbituric acid and its derivatives. 

Only three deaths involved pesticidal materials, and in all cases 
the accidents were due to carelessness in storage and misidentifi- 
cation of the materials. None was chargeable to residues in or on 
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foods. Similar data are compiled each year by the National Office 
of Vital Statistics of the Federal Security Agency and the trend is 
always the same. 

In reviewing the five annual reports of the Food and Drug Admin- 
istration—1946-50—I find recorded literally hundreds of seizures of 
foods and food products each year, mostly attributable to decomposi- 
tion, insect, or rodent infe stations, and other filth in foods, the latter 
in a very large measure due to insect and plant-disease infestations 
in the ingr edients. In the same 5 years, only 34 seizures were recorde -d 
as due to insecticidal residues (1946, 20; 1947, 11; 1948, 1; 1949, 2; 
1950, 0 

All these seizures were attributed to lead arsenate residues in excess 
of the tolerance. The 1947 Annual Report of the Food and Drug 
Administration stated (p. 498) : 

Surveys of the effects of using DDT, which is being substituted to a consider- 
able extent for lead arsenate as an apple spray, did not disclose objectionable 
residues, 

This is in accord with the findings of research workers in several 
States, including our own findings in Dlinois. Incidentally, these 
findings may debunk several unfounded fears, for in our work with 
seven new insecticides in Illinois we have found DDT residues to be 
the most persistent. With such a record there is no justification for 
legislation such as H. R. 2245 which would in reality place pesticides 
in a category comparable to drugs. All available statistics indicate 
there is no such relationship between the two. 

Here again I commend H. R. 4277 because it recognizes the true 
status of pestic ides and refrains from imposing any ¢ additional unwar- 

ranted hardships on the chemical and agricultural industries. 

Perhaps the greatest weakness in the Food and Drug Act insofar 
as pesticides are concerned is the cumbersome provisions for the estab- 
lishment of tolerances. While the law apparently made the estab- 
lishment of tolerances on incidental additives mandatory, no toler- 
ances have been established. In 1950 the Food and Drug Administra- 
tion held lengthy hearings looking to the establishment of tolerances. 
Likewise, the provisions of H. R. 4277 for review of controversial 
problems by competent advisory committees, and if need be by the 
courts, will do much to stimulate research and restore mutual confi- 
dence. between agriculture, industry, and Government. 

Since I am in no sense an authority on legal matters, I have no com- 
ments on the wording of the proposed act. I do, however, recommend 
to you and urge your approval of the general substance of Dr. Miller’s 
Bill, H. R. 4977. 

Mr. Sprincer. Two or three things occurred to me, Mr. Decker. 

Would you explain the difference between residue and additive in 
this subject ? 

Mr. Decker. As I understand it, Congressman Springer, they 
might be synonymous. The residue is the amount of this chemical 
used in production that remains on the fruit. 

If there is a detectable amount there at the harvest or at the time 

he food is prepared and ready for use, that would be an incidental 
aeeekal additive, it was not added deliberately to the final food 
product. It was there inc idental to another operation that was nec- 
essary in the production and processing of that product. 








80 FEDERAL FOOD, DRUG, AND COSMETIC ACT 





Mr. Sprincer. Additive and residue for all practical purposes are 
synonymous? 

Mr. Decker. Incidental additive and residue are synonymous, 

Mr. Horan. We had a discussion about the use of chemicals and 
foodstuffs as residues, as an adulterant and as additives. I notice 
the word “additive” in this bill. I wonder what the reason was that 
it was used instead of the word “residues.” I think that is important. 
You understand my confusion. 

Mr. Decker. I think the wording now using additives is the at- 
tempt to clarify in final food products the distinction between inci- 
dental additives and intentional additives. There are other bills 
that use additives. 

Mr. Horan. I notice you have made quite a study of it yourself, 

Mr. Sprincer. At the lower part of page 1—in contrast to H. R. 
2245, which would continue to lump all chemical additives together 
the Miller bill, H. R. 4277, recognizes pesticides as a specific class o 
chemical additives which, because of their peculiar attributes, must 
be recognized, considered, and dealt with as a problem separate from 
the problem of intentional additives. 

What are intentional additives? 

Mr. Decker. Those materials as classified by the food-protection 
committee—and I am not speaking for the food-protection commit- 
tee. lam speaking as an individual here. Intentional additives are 
those which are added to the finished food for a purpose, are not there 
incidental to some necessary operation prior to the finishing of that 
food product. 

Mr. Sprincer. You mean like polishing the apple? 

Mr. Decker. If they used a polish on the apple, yes, but the addi- 
tion of spices, coloring, flavors, and preservatives. 

Mr. Horan. Soda added to catsup. It is on the label and is passed 
by Food and Drug, but it is an additive, and you would not call it 
an adulterant, would you, in the case of catsup ? 

Mr. Decker. It is an additive and in my opinion it rests upon the 
decision at the present time of the Food and Drug Administration 
as to whether it is an adulterant or whether it is a permissible addi- 
tive in that amount. 

Mr. Sprincer. At the present time does the Department of Agricul- 
ture have anything to do with setting your tolerance? 

Mr. Decker. Not in establishing the tolerance. In establishing 
the necessity for use under the present law they would be adulterants, 
all toxic or deleterious substances would be adulterants unless 

Mr. Sprincer. Including pesticides? 

Mr. Decker. That is right, except your 406 section. Four hun- 
dred and six (a) I believe of the Food and Drug Act provides unless 
they are necessary to the production or cannot be eliminated by good 
manufacturing processes and then I do not have the exact wording 
but in a sense it says in such case the Commissioner shall establish 
the level at which they would not be harmful and declare a tolerance. 
Then amounts below that tolerance would not be considered as adul- 
terants, amounts in excess of that tolerance would be covered by 402 
of the same act. 

Mr. Sprincer. Now Iam coming to the second point. If you estab- 
lish this bill as law, then I take it that you onl then have what are 
known as the standard brand pesticides, that anybody could buy off 
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the shelves and if he put it on his fruit he could not be prosecuted ? 
Is that the effect of what you will have with this bill? 

Mr. Decker. With this bill it would provide for establishing the 
necessity of use to be certified to, as I understand it, by the Depart- 
ment of Agriculture. 

The provisions would be made for establishing these tolerances pro- 
vided already in 406 (a) of the present act but simplifies the pro- 
cedure of getting those tolerances and I believe specifies that they 
have to be - eded up. 

We have been 15 years without any and that is a long time. 

Mr. Sprincer. This would be done within a period of 6 months? 

Mr. Decker. That is right. 

Mr. Sprincer. I take it once the tolerance was established that any 
manufacturer of a pesticide could take this tolerance and could make 
up a standard brand which would then not contain more than this 
amount of tolerance ? 

Mr. Decker. The manufacturer will make a standard insecticide, 
Whether or not the final product would have an objectionable residue 
would depend upon some of the properties of that pesticide and the 
compliance with instructions on the part of the user. 

Mr. Sprincer. What I am trying to get is this: The trouble that 
appears to me from these hearings is that some fellow uses what he 
thinks is all right in the greatest of faith and he does not have any- 
thing to go by but he uses the best knowledge he has and goes out and 
sprays his apples and somebody seizes his crop. 

I want to know are you going to set up a standard if this bill is 
established and they use the standard, if a manufacturer comes up 
with 4 or 5 name brands of pesticides and he uses them and compli 
are you going to be able under this bill to prosecute him? 

That is what I want to find out. 

Mr. Decker. The grower has certain responsibilities. These mate- 
rials are studies, the method of safe usage is prescribed ; it is set forth 
in publications of the various research agencies and required in the 
labeling on the pesticide when it is registered with the Department 
of Agriculture. Now if the farmer ignores that, he might get into 
trouble. If he does he ought to be seized, in my opinion. 

Mr. Horan. May I clarify that?) Dr. E. L. Griffin, who has charge 
of this in the Livestock Branch, PMA, Department of Agriculture, 
has been there since 1910, in his testimony on June 19, 1951, before 
the special committee, made this as point 3 in his testimony: “An 
insecticide,” talking about the administration of this act of 1947: 

An insecticide, fungicide, or herbicide when used as directed or in accordance 
with commonly recognized practice, must not be injurious to living man or other 
vertebrate animals to which it is applied or to the person applying it. This 
provision again gives effective control over the claims for products which may 
eause injury to man when used. 

What we are trying to do in this bill—and I think you will agree 
with me—is to speed up and simplify and clarify the procedure 
whereby we can determine whether any given pesticide chemical is 
injurious to man or vertebrate animals. 

r. Decker. Your wording there, Congressman Horan, is practi- 
cally the wording of the F ederal Insecticide, Fungicide, and Rodenti- 
cide Act. They must present data to show that if used that way no 
harm will ensue. 
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If it is not used that way there may be. All we can go on is the 
record that the percentage of our food that has not been able to 
meet what we think would be a reasonable tolerance has been very 
small. The point is we have no tolerances, we have no point that 
we have to meet. We do not know what they are. 

Mr. Horan. You spent a half million dollars, have a ton of testi- 
mony, we have no tolerances set after hearings as Jong ago as 1950. 
We are trying to speed up that procedure. 

Mr. Srprincer. In your statement on page 4— 

Under this act, all economic poisons (pesticides) must be registered with 
the United States Department of Agriculture before they can enter interstate 
commerce. sefore a pesticide is registered, the Department requires that the 
producer present his labels for review and satisfactorily establish all claims 
thereon. 

Under this act all economic poisons, pesticides, and so on must 
be registered with the United States Department of Agriculture be- 
fore they enter interstate commerce. That is true now or will it be 
under this bill? 

Mr. Decker. I am referring there to the Federal Fungicide, In- 
secticide, and Rodenticide Act. 

Mr. SprinGer (reading) : 

Before a pesticide is registered, the Department requires that the producer 
present his labels for review and satisfactorily establish all claims thereon. 

Mr. Decker. That is the present act. 

Mr. Sprincer. What I am trying to find out—in addition to this 
what else are you going to do to standardize it and simplify this 
thing? Is there anything in the act that will simplify and stand- 
ardize pest icides ? 

Mr. Decker. Nothing further than that. The thing this act pro- 
vides or proposes to do primarily is to facilitate the getting of the 
tolerances so that the grower, the research worker, and the public 
know the goal we are shooting at. 

Mr. Sprincer. In other words, they know what the standard is, 
either your minimum standard or your maximum tolerance? 

Mr. Decker. These tolerances will be the standard we have to shoot 
at. If we can meet it and prescribe conditions and show by the data 
to the Department of Agriculture that we can meet that, it is all right 
for use under those restrictions. If we cannot meet that we know not 
to recommend that particular pesticide for that usage. 

Mr. Sprincer. Any other questions ? 

Mr. Horan. I think the record ought to be made more complete 
by pointing out at this point that the Public Health Service is con- 
ducting work not only in Savannah, Ga., but in my home town of 
Wenatchee, Wash., and the Marine Hospital in Seattle trying to de- 
velop benchmarks and standards whereby we know what pesticides 
will do to vertebrate animals. I think it is a great work and I am 
happy it is going on because it gives us an additional assurance when 
we try to evaluate the safety of any given pesticide or chemical. 

Mr. Srrincer. Thank you, Dr. Decker. We will now be adjourned 
until 2 o’clock this afternoon and at that time if the witnesses will come 
back we will resume. 

(At 12: 30 p. m. the hearing was recessed until 2 p. m.) 
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AFTERNOON SESSION 


(The hearing was resumed at 2 p. m.) 

Mr. Springer. Is Dr. H. H. Schwardt here? We will hear from 
Dr. H. H. Schwardt, professor of entomology, New York State College 
of Agriculture. 

Do you have a prepared statement, Dr. Schwardt ? 


STATEMENT OF DR. H. H. SCHWARDT, PROFESSOR OF ENTOMOL- 
OGY, NEW YORK STATE COLLEGE OF AGRICULTURE, APPEARING 
ON BEHALF OF DR. C. E. F. GUTERMAN, DIRECTOR, CORNELL 
UNIVERSITY AGRICULTURAL EXPERIMENT STATION AND 
CHAIRMAN OF THE PESTICIDE SUBCOMMITTEE OF THE EXPERI- 
MENT STATION COMMITTEE ON ORGANIZATION AND POLICY, 
ASSOCIATION OF LAND GRANT COLLEGES AND UNIVERSITIES 


Dr. Scuwarpr. Yes, sir; I have the statement of Dr. C. E. F. Guter- 
man, the director of the Cornell Experiment Station. 

Mr. Springer. And how long is that statement? 

Dr. Scuwarpr. It will require about 6 minutes to read, I believe. 

Mr. Springer. All right. Would you care to read it¢ 

Dr. Scuwarpr. Yes, sir. 

The agricultural experiment stations in the several States and Terri- 
tories were established by the Hatch Act of 1887— 
in order to aid in acquiring and diffusing among the people of the United States 
useful and practical information on subjects connected with agriculture, and to 
promote scientific investigation and experiment respecting the principles and 
upplications of agricultural science 

The act authorized the experiment stations to “conduct researches 
or verify experiments” on any problem affecting the agricultural in- 
dustry of the United States, having due regard for the varying condi- 
tions and needs of the various States and Territories. 

One of the most important phases of every station program is that 
of conducting research and making recommendations on the control 
of insect pests, plant diseases, weeds, rodents, and any other form of 
pl ints or animals, including viruses which affect the produce tion, mar- 
keting, and distribution of food and fiber. Thus, the State agricul- 
tural experiment stations are vitally interested in any legislation 
affecting the development, regulation, and use of pesticides. 

The Food Protection Committee of the National Research Council 
in a report on the Use of Chemical Additives in Foods stated re- 
cently that the— 
maintenance and improvement of the present nutritional status of the American 
publie is contingent upon the continued production of an adequate food supply. 
Plant and animal pests rank among the foremost causes of food destruction, food 
deterioration, and food contamination. Hence the necessity of protecting grow- 
ing crops and produce from serious attack by insects, plant diseases, and other 
pests is recognized both from the standpoint of quantity and quality of food 
produced. 

The several thousand pages of testimony given by outstanding scien- 
tists from all over the United States during the public hearings con- 
ducted by the Food and Drug Administration in 1950—Doe ket No. 
FDC-57—clearly established the necessity for using pesticides if we 
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ure to produce the food needed for our existing population, to say 
nothing of the additional millions who will have to be fed in future 
years. It is safe to say that without chemical protection in the form 
of pesticides, commercial production of most of our fruits and vege- 
tables oe | be practically eliminated, and the produetion of many 


=e cluding field corn, small grains, and the like would be seri- 
isly adaaiat. 
The amendments to the Food, Drug, and Cosmetic Act of 1938 


sitipeaal in H. R. 4277 will have a beneficial effect on the pesticide 
problem from all standpoints, including those of farmers, industry, 
and consumers for the following reasons: 

The problems centering around the use of pesticides in connec- 
tion with food production are quite different from those posed a, the 
use of chemicals that are intentionally added to foods. H. R. 4277 
recognizes this fact and creates a separate section in the Food, Drug, 
and Cosmetic Act to deal specifically with pesticides. The term 
“nesticide”’—and I believe that has been changed to read: “pesticide 
chemical”—is clearly defined thus to avoid any confusion as to what 
falls within that category. 

When a new and improved pesticide has been developed and 
found safe under stated methods of use, it is important that a toler- 
ance, When needed, be set as soon as possibe so that potential users 
of the pesticide in question may take advantage of the improvement. 
The prompt setting of tolerances is of vital importance to the experi- 
ment stations in making recommendations to farmers with respect 
to pest control. Under existing legislation, expensive public hearings 
are required to establish necessity for use, and it often takes years 
before a definite tolerance has been poegaan, som This makes the 
work of the experiment stations difficult and is a definite handicap 
to farmers in that it delays putting into practice the results of new 
research on pesticides. 

H. R. 4277 authorizes the Secretary of Health, Education, and 
Welfare to establish tolerances where needed to protect the public 
health. It requires the prompt setting of tolerances within 90 days 
after the filing of a petition by an interested person. Necessity for 
7 e is certified to the Secretary of Health, Education, and Welfare 
by the Secretary of Agriculture thus doing away with the time-con- 
suming and costly hearings under existing legislation. 

The Food, Drug, and Cosmetic Act of 1938 and the Insecticide, 
Fu ungicide, and Rodenticide Act of 1947 provide for a sound and fair 
system of dual control whereby foods can be protected from harmful 
contamination, while at the same time essential pesticides can be used 
in producing the many food crops grown on farms. This desirable 
principle of dual control by the Federal Government is not only pro- 
tected by the amendments “proposed under H. R. 4277 but is further 
improved to the extent that provision is made for the establishment 
of adivsory committees to consult with the Federal Security Admin- 
istrator on tolerances. Such committees are authorized to study in- 
dependently all data available to the Secretary and make recommen- 
dations as soon as practical or in no event later than 60 days after 
referral of the date. In other words, this proposal places responsi- 
bility for determining highly technical questions in the hands of com- 


mittees of competent. and representative scientists who would study 
the data submitted in connection with new pesticides and then make 
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unbiased reports and recommendations to the Secretary as to whether 
a tolerance should be established or the material exempted. There 
can be no question as to the fairness of this procedure to all concerned. 

In conclusion, the State agricultural experiment stations clearly 
recognize their obligation to protect the public health in making ree om 
mend: tions on the use of pesticides in food production. The provi 
sions in H. R. 4277 whereby pesticides will be handled separately oe d 
distinguished from intentional chemical additives in foods, whereby 
tolerances, when necessary, will be established within a reasonable 
length of time and without costly public hearings regarding necessity 
for use, and whereby unbiased advisory committees of competent 
scientists will review data promptly and report to the Federal Secu- 
rity Administrator—all of these proposed changes will be a distinct 
aid to the experiment stations in helping to protect the public, while 
at the same time aiding farmers with their food-production problems. 
These changes could well serve to stimulate further the production of 
additional pesticide improvements from the standpoint of efficiency 
and safety to all concerned. The proposals are fair to all segments 
of the agricultural industry and at the same time will give further 
assurance that the public is being properly protected. 

Mr. Sprincer. Dr. Schwardt, do you concur in the statement of 
Dr. Guterman, as to all the facts contained in his statement ¢ 

Dr. Scuwarpr. Yes, sir; I do. 

Mr. Sprincer. From all of your experience and experiment, you 
believe that his statement is true? 

Dr. Scuwarpr. It is. 

Mr. Sprincer. Let me ask you: Are you familiar with sentiment in 
the State of New York as to this piece of legislation ? 

Dr. Scuwarpr. The sentiment of all agricultural groups that I know 
of is very favorable toward the bill. 

Mr. Sprincer. You believe that it would be rather unanimous in the 
State of New York for the bill? 

Dr. Scuwarpr. Among agricultural organizations and industry, I 
am sure it would. 

Mr. Sprincer. Now, do you know of any groups in the State of New 
York that would be opposed to this legislation ? 

Dr. Scuwarpr. I do not. 

Mr. Sprincer. All right. I thank you very kindly, Dr. Schwardt. 

Do you wish to mi ake : any supplemental statement of your own? 

Dr. Scuwarpr. I would like to make a statement on behalf of the 
Entomological Society of America, if that is in order. 

Mr. Sprincer. All right. It is. 

Dr. Scuwarpr. I am chairman of the committee on toxicology of the 
Entomological Society of America, whose membership includes prac- 
tically all “of the entomologists in the State and Federal experiment 
stations in the United States. They would like to say that the toxi- 
cology committee, on behalf of the Entomological Society of America, 
wishes to endorse H. R. 4277 in general principle as an important 
amendment to existing legislation governing the use of pesticide 
chemicals and protecting the health of our people. 

Mr. Sprincer. All right. Thank you very kindly, Dr. Schwardt. 

Dr. Scuwarpr. Thank you. 

Mr. Sprincer. Mr. J. T. Sanders, the legislative counsel of the 
National Grange? 
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Mr. Sanders, I believe you have appeared before our committee 
before. It is nice to see you again. 


STATEMENT OF J. T. SANDERS, LEGISLATIVE COUNSEL, THE 
NATIONAL GRANGE 


Mr. Sanvers. Thank you, sir. 

I am the legislative counsel of the National Grange and, of course, 
do not appear as a technical witness. I appear more as a witness 
in _ half of the farmers who have to use pesticides. 

The National Grange is doubly interested in H. R. 4277 dealing 
Ww th pesticides, since we are a Santa. es organization and as con- 
sumer families we are interested in a wed pesticide program as 
are all consumers; and, on the other hand, as producers we have a 
direct interest in a safe, sound, and practic _ peatiie ide policy y. With 
the exception of two suggested changes we endorse H. R. 4277 heartily 
and trust its passage can be expedited since it embodies a sound 
pesticide program, safe for consumers and practical for producers. 

2. It has been estimated that insects, fungi, and weeds cause the 
erowers in this country a loss of approximately $13 billion annually. 
These losses necessarily make food prices to consumers higher than 
prices would be without such losses. But these losses can be reduced 
only by use of pesticides. Pesticides are also important to the grower 
in these days of shortages of farm labor because by their use he can 
offset in part labor shortages and can thus more economically produce 
a crop. 

3. We would like to emphasize at the outset that a sound pesticide 
program is not primarily a farmer’s program nor a program for the 
manufacturer of pesticides; but to a predominant extent it is a pro- 
gram for all the people, for a prosperous and well-fed United States. 
We are agriculturally, as is well known, the best and probably the 
cheapest fed Nation in the world. We are the best fed because of 
our superb research facilities, both public and private, that have 
supported and made our agriculture so productive. Likewise our 
agricultural training is probably, on the dials. unequaled. Both of 
these have made for a high degree of efficient production in the most 
competitive industry in the land. 

4. This high efficiency of food production by American farmers is 
reflected as benefits accruing almost entirely to American consumers 
since there are between 5 and 6 million independent and highly com- 
petitive farm units. When research, use of pesticides, or any method 
increases the output for less expense per unit of output this situation 
invariably reflects itself in better and cheaper food to the consumer. 
Farming is not only highly competitive but as a whole has no means 
of restricting its output to maintain its prices. Also the increased sup- 
plies of most all foods has a disproportionate influence in reducing 
prices. All of these “built-in” characteristics of agriculture reflect 
themselves in lower food cost. These are the reasons why consumers, 
even more than farmers, should be interested in a pestic ‘ide program 
yielding safety to consumers and maximum efliciency of “food 
production. 

There is another point that we would like to bring out in connec- 
tion with the use of insecticides and fungicides. New types of in- 
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secticides or fungicides come out in rapid succession, and literally 
thousands of changes or new opportunities for profitable use of these 
new products must be open to farmers—limited only to nonimpair- 
ment of the health of consumers. Changed conditions of management 
are rapidly occurring at all times, and often a farm manager can 
hold on only by adjusting rapidly to new circumstances. Problems 
of such adjus stments are almost as numerous and as varied as are the 
04% million farms of the land. Farmers must be allowed to adopt and 
use these new compounds readily. In the light of this radically and 
rapidly changing farm-management situation, an unjustifiable re- 
striction or delay in the use of a needed fungicide or insecticide may 
do irreparable damage to farmers and consumers of farm products 
alike. 

The sound introduction of a new pesticide involves careful con- 
sideration of the interest of consumers and farmers alike. Also, in 
the interest of the manufacturer as well as consumers and farmers 
the use of a new improved an should be allowed as early as safety 
will permit. This involves a careful scientific and unbiased determi- 
nation of undoubted safety tolerances for the product, so that con- 
sumers’ health is protected beyond question. On the other hand, tol- 
erances can be set so unjustifiably low that sound economic use can be 
prevented. The present pesticide law almost without exception has 
been a — in that it has not given the Nation this sort of a work- 
able, safe, and productive program. It is unthinkable that we as the 
world’s meetin food producer will continue to operate under such 
a completely unworkable law that does not give consumers the safety 
they are entitled to, that does not give farmers ready access to the 
most advanced methods of combating the great devastation of insect 
and other pests, and that does not reward research as it should be 
rewarded in our free-enterprise society. 

7. During our testimony before the Delaney committee, we stated 
that it was our opinion there was great need for legislative changes 
to meet the problems presented by the rapid development and use of 
pesticides. Among our recommendations to the committee to correct 
the situation was the establishment of advisory boards or commis- 
sions which would work with the Federal Security Administrator, 
now the Secretary of Health, Education, and Welfare, in studying 
the problems associated with use of a pesticide and make recommen- 
dations for setting an unbiased objective and scientifically safe tol- 
erance on it. We stated that these recommendations of ours as re- 
gards the advisory bodies were not final but were intended to stimu- 
late thinking along those lines. The Pesticides Advisory Committee 
which would be set up under H. R. 4277 conform fundamentally to 
those which we had in mind at the time. 

8. We, however, have two important and strengthening changes to 
suggest, neither of which we are certain introduces any objec tionable 
elements in the bill. The first of these suggested changes is the dele- 
tion of the word “and” and the substitution therefor of a comma, in 
line 6, page 3; and, in the same line, the insertion after the word 
“wholesome” of the words “and economical.” An identical change is 
suggested in line 10 of page 10. The second suggested change which 
we would like to see made is that of inserting the phrase “by the Sec- 
retary of Agriculture” after the word “petition”, on line 7, page 7. 
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The suggestions are intended to introduce the producers’ interest 
in the consideration of setting a safe and sound tolerance. As stated 
in the early part of this statement the setting of a tolerance involves 
three interests, the interests of consumers, manufacturers, and of 
farm users of the pesticide. The first suggestion, without in any 
manner impairing a proper consideration of “an adequate and whole- 
some” supply of food, introduces the third element of an “economical” 
or low supply of food, which is a vital consideration to both consumers 
and farmers in the setting of a safe and desirable tolerance. 

10. The second suggested change adds to the advisory committee 
a similar consideration of the farmer’s interest as a user of pesticide, 
without in any sense impairing the undeniable prior necessity of con- 
sideration of safety of the health of consumers. 

11. Both of these changes, we believe, are vital to the workability 
and desirability of getting maximum social benefit from new pesti- 
cides. ‘These changes will in no sense impair or introduce any ob- 
jectionable element in the measure; but on the other hand are com- 
plementary and round out the measure into an instrument that will 
bring all interest into a workable unity in setting a sound, safe toler- 
ance with maximum expedition. 

12. In closing, the National Grange wishes to compliment the chair- 
man and his committee for bringing out a suggested measure that is 
extremely well conceived, well balanced, and a measure that will be 
of immense value to all people in the Nation. Feeling thus, we are 
indeed complimented in being permitted to give the views of the 
National Grange on the measure, and we thank the committee sincerely 
for this privilege. 

Mr. Springer. Mr. Sanders, you have one suggestion, in paragraph 
9. Would you make not of paragraph 8, page 3, and also, along with 
it, paragraph 9, with reference to, as it should read, “an adequate, 
wholesome, and economical food supply”? 

Mr. Sanders, I take it that you have contact with a great many 
people, both in the producing end and in the manufacturing end 
throughout the country during the year, do you not? 

Mr. Sanvers. More, Mr. Chairman, with the producers, of course, 
than the manufacturers, although our membership especially has a 
lot of contact with the manufacturers, through their products, of 
course. 

Mr. Sprincer. With food processors, I mean to say. I would say 
through the Grange uniformly they are supporting this bill. 

Mr. Sanvers. Yes, sir. I don’t think there is any objection any- 
where in theGrange. At least I have not had it reflected to me. 

Mr. Springer. Do you know of anyone who is opposed to the bill? 

Mr. Sanpers. No; I do not. I know of no one, no; either in the 
Grange or outside of the Grange, that has spoken to us in opposition 
to the bill. 

Mr. Sprincer. One thing I have been interested in: Do you think 
that this bill will bring uniformity in the fruit and vegetable business 
to the question of pesticides? 

Mr. Sanvers. I think the bill will largely bring rapid determina- 
tion of what a maximum tolerance is and will make it possible for 
fruit growers and vegetable growers and agriculture in general to 
use pesticides with safety and at the earliest possible date, when a 
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pesticide is introduced into the channels of trade. I think that is the 
great service that this bill will render to agriculture, 

Mr. Sprincer. All right. Now, do you think that this brings the 
right amount of cooperation between the Agriculture Department 
and the Department of Health, Education, and Welfare? 

Mr. Sanpvers. I think it would, Mr. Chairman, if the suggested 
change that we have introduced here, namely, that the Secretary of 
Agriculture would also have the right to appoint members to these 
advisory committees, would be made. At the present time, the Secre- 
tary of Agriculture does declare, upon application of the manufac- 
turer, that a pesticide is a practical and useful measure in agriculture, 
before it goes to the Secretary of Health, Education, and Welfare. 

If he also had the right, as we have suggested, to appoint a repre- 
sentative on these advisory committees, so that the producers’ interest 
would be considered in determining a pesticide tolerance, I think then 
we would have a well-balanced and needed cooperation between the 
Agriculture Department and the Food and Drug Administration. 

Mr. Sperincer. Actually, I presume from what you say that you 
are naturally closer in sentiment to the Department of Agriculture 
than you are to the Department of Health, Sines and Welfare. 
Is that true? 

Mr. SAnvers. Well, we certainly work a great deal more with them, 
Mr. Chairman. 

I don’t know as much about the functions of the Food and Drug 
Administration, but we have appeared before them in cases of exam- 
ining what a tolerance should be. 

Mr. Sprincer. Is it true that the Department of Agriculture under- 
stands your practical problem of growing fruit and vegetables more 
sasily than does the Department of Health, Education, and Welfare? 

Mr. SAnvers. Without a doubt they do. Withoutadoubt. If they 
don’t, we better try to remake the Department of Agriculture. 

Mr. Srrincer. In other words, it is much easier for you people in 
agriculture to talk with the Department of Agriculture about your 
own problem than it is with the Department of Health, Education, 
and Welfare? 

Mr. Sanpvers. That is quite true. 

We do not pose as technicians or as scientists in the sense of chem- 
istry and pesticide manufacture, but we do believe that the Depart- 
ment of Agriculture and the National Grange and other farm organi- 
zations have a common ground in discussing the production problems 
of the farmer, and that is what we are interested in in connection with 
this bill. 

Mr. Sprtncer. Just what is the relation, Mr. Sanders, of this par- 
ticular problem now, the relation between, we will say, the growers 
and the Department of Agriculture, on this problem? 

Mr. Sanpers. Under the present law? 

Mr. Sprincer. Under the present law. 

Mr. Sanvers. The difficulty at the present time is that the farmers 
never have any notion of whether they can safely use a pesticide 
without involving themselves in the possibility of a lawsuit. 

Mr. Sprrncer. Now, just following that along, does the Depart- 
ment of Agriculture have any control over that situation now? 

Mr. Sanvers. Not that I know of; no, sir. 
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Mr. Sprrneoer. Is the only department set up to determine tolerance 
the Department of Health, Welfare, and Education ? 

Mr. Sanvers. That is right. 

Mr. Sprrncer. Under the present law ? 

Mr. Sanpers. That is right, sir. 

Mr. Sprincer. Is the Department of Agriculture consulted in any 
way under the present law? 

Mr. Sanpers. Yes; I would presume they are consulted. I think 
they are. I think the Food and Drug Administration have frequently 

called people from the Department for consultation on problems, but 
it did not seem to do very much -good, because you could never get 
a tolerance established, regardless ‘of how much they talked about it. 

Mr. Sprincer. The ordinar y course, then, of the Department of 
Health, Welfare, and Education is not consultation and advice with 
the Department of Agriculture, as a matter of course today ? 

Mr. Sanpers. I think that is the case. But I am sure there are other 
witnesses that will appear before you or have appeared before you 
that know that much better than I do. Because, as I say, we do not 
pose as experts on advising the Food and Drug Administration as to 
toxicity and other characteristics of a pesticide. 

Mr. Springer. Now, who is the committee or the group that has 
been working with the Department of Health, Welfare, and Education 
during these past few years, when you have spent $500,000 in trying 
to get the right pesticide? Who is the group that ae been talking 
to the De “pi irtment of Health, Welfare, and Education ? 

Mr. Sanpers. Well, I would think it is the Department of Ento- 
mology of the Department of Agriculture, and the manufacturers of 
pesticides, certainly more than the general farm organizations. As 
I say, we are primarily interested in not the technical aspects but 
the usability of these without the possibility of being sued in the courts 
for any damage that might occur. 

Mr. Sprrncer. Now, I am coming back to this question which I 
came back to with the three previous witnesses. What you are trying 
to get is a standard; is that right ? 

Mr. Sanorers. What we are trying to get is some method of setting 
a practical tolerance that is safe to consumers, and that farmers will 
know, and that will be a standard for them to produce fruit and vege- 
tables and other things for the market. 

Mr. Sprincer. And if they produce at that standard, they will not 
be liable under the law for prosecution ¢ 

Mr. Sanpers. Yes, sir. That is right. 

Mr. Springer. All right. That is a very good statement, Mr. 
Sanders. 

Thank you very much. 

Mr. Sanpers. Thank you very much, Mr. Chairman. 

Mr. Sprincer. Mr. Samuel Fraser, executive vice president of the 
International Apple Association ? 

Mr. Fraser, did you want to come up here? 
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STATEMENT OF SAMUEL FRASER, EXECUTIVE VICE PRESIDENT, 
INTERNATIONAL APPLE ASSOCIATION, WASHINGTON, D. C. 


Mr. Fraser. My name is Samuel Fraser, and I am executive vice 
president of the International Apple Association, with offices at 1302 
18th Street NW., Washington, D. C. This association represents 
producers, shippers, and distributors of apples and pears, and has 
a membership of over 1,350 firms, the majority of who are located 
within the confines of the continental United States. 

Certain things went through my mind as I read the bill, that I 
would like to emphi size. These are the kaleidoscopic changes in the 
scientific world, the relationship of these to the public, and the fact 
that we are writing criminal law, in which as a farmer and a grower, 
I am particularly concerned, for I operate under it. 

I trust I may pass up the ree ognition I have received, as contained 
in the second paragraph on page 2 and go on. 

So far as the grower of fruits and vegetables i is concerned, among 
— things this bill provides: 

That the minds of certain Government employees shall, within 
60 aaae find the answer to certain problems given to them concerning 
a pesticide, and make a report thereon to the Administrator, retaining 
all data, the basis for the application confidential. 

Mr. Chairman, I happen to have the original print, and I under- 
stand modification has been made in regard to this to the extent that 
the confidential nature rests only until the matter is passed on by 
the Department of Agriculture, under the Federal Insecticide, Fungi- 
cide, and Rodenticide Act. That, as written, would have a very im- 
portant bearing on our position when we come to meet the criminal 
statutes. 

So I desire to see the amendment before I pass further on that. 
And I would like perhaps to write the committee on it, because it is 
very important. 

Second, it further provides that based on a report and recommen- 
dations on the proposal concerned, the Administrator shall, after 
giving due consideration to the data before him, including the report, 
make public a regulation establishing the tolerance or exempting from 
the necessity of a tolerance such pesticide. 

Since this regulation is an extension of lawmaking powers and 
will have the effect of 1: aw, and since such regulations have been held 
not reviewable under the common law, the bill provides for court 
review of the regulation, to which we do not take exception; that is, 
that particular type of review. Regulations are now subject to re- 
view te law. 

The tolerance established is not with regard to the added substance 
as carried in the present Food, Drug, and Cosmetic Act, but applies 
to that which the food bears or contains—constituent in the plant and 
added. 

Mr. Chairman, that is a very vital change, because our plants take 
up metals, chemicals, and if we are going to be confronted with the 
addition of the constituent to what is added, we have a vastly different 
approach under this law. I will emphasize that a little later. 

Now, if the Food and Drug Administration wish to have stated the 
tolerance for any substance or substances used in production, storage, 
or transportation of food, which is intended for preventing, destroy- 
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ing, or mitigating any insects, rodents, fungi, or weeds, and other forms 
of plant or animal life or viruses, except viruses on or in living man or 
other animals. 

I don’t know whether this has been filed with you, Mr. Chairman, 
what this comprehends, but here is a partial book of the items covered. 
I hope the proponents of the bill file it. 

If the food bears or contains in excess of the tolerance set for such 
pesticide it may be seized, and on conviction the producer shall be 
subject to imprisonment for not more than 1 year, or a fine of not more 
than $1,000, or both, and, on second conviction, 3 years and a fine of 
not more than $10,000. 

Those are very important provisions. 

We would note that in 15 years, under the present law, with all the 
machinery established for calling a hearing and establishing toler- 
ances, if need there be for such, there are none, except administrative 
tolerances, given largely asa guide to industry, and there are few viola- 
tions. This industry has done a fine job in policing itself. A few 
individuals have at times failed. 

Tolerances: The problem of tolerance is not new. It has been before 
the Food and Drug Administration for the past 15 years and prior 
thereto. Extensive hearings held over a year ago, lasting over a period 
of 10 months and covering some 25,000 pages of testimony, given at 
great cost to the industry, have yielded no results. If there is no need 
for tolerances, the public and the growers should be so advised. Public 
health and well-being, lengthened life, have all advanced marvelously 
in these 15 years. 

Burden of proof: The grower of food is to bear the burden of proof. 
The receiver of the food and the handler of food are freed from respon- 
sibility on filing the name of the grower or packer from whom the food 
was received. 

When a seizure is made, the present law places the burden of proof 
on the Government to show that the food is detrimental to public 
health. The aim of this proposed bill is to place the burden on the 
grower to defend himself. We definitely oppose the shift as in conflict 
with the American concept of law as provided by the Constitution. 
We appreciate the dilemma in which the Administrator finds herself. 
The solution is not in shifting to Latin jurisprudence that the producer 
charged is guilty and let him prove his innocence. This we reject. 

Mr. Chairman, I clnesiens attempts are being made to modify the 
language, which I will show as bearing on this, and again I would like 
to check it before I pass further on that. 

As the bill was abound: these facts stand out: 

Extension of power: We oppose the extension of power, on general 
principles, to the Food and Drug Administrator to be the factfinding 
agency, the promulgator of the regulation and furnisher of informa- 
tion to the prosecutor. That is our standard proposition. We oppose 
that. Our experience does not justify us in supporting any such excen- 
sion of power, but to the contrary. If you have knowledge of the 
vicious, shilly-shallying series of episodes in the promulgation of tol- 
erances on arsenicals through the years, you will appreciate our feeling : 

The toad beneath the harrow knows 
Exactly where each tooth print goes. 

The butterfly along the road 
Preaches contentment to the toad. 
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The factfinding and determination of the tolerance should go to 
Public Health Service or some other service. The administration of 
the law remains in the Food and Drug Administration. 

Committee: On principle, we oppose the placing of the factfinding 
in the hands of a committee, whether or not compelled to make a find- 
ing on a complex scientific problem or problems, in a given number 
of days, and with part of the data under consideration to be confi- 
dential but to be used as a basis for a regulation, failure to keep which 
regulation is a criminal act. Our experience in this field of confiden- 
tial reports of committees does not justify our support of its retention. 

Now, on that, Mr. Chairman, I am advised some changes are rec- 
ognized. If so, I would again like to write. 

Now I come to the identification of the pesticide: 

If consideration is given to this legislation, we request insertion in 
the act—that when the pesticide is named to which the regulation 
applies, there shall be carried in the regulation its identity as shown 
by— 
common name or names of the pesticide, the chemical formula or formulas, 
showing the arrangement in the structure of the molecule or molecules, and 
photograph, nomenclature, and place in the index, whether an isotope or isomer 
or not, and if there be more than one such, then which one, and any and all 
necessary information so that the identity may be fully and adequately estab- 
lished. 


“ 


Since it is a criminal act to have “in” or “on” the food offered or 


on inspection found to be held for sale, a particular substance or sub- 
stances, it is requisite that the citizen, grower in our case, be adequately 
advised as to the identity of substance or substances whose presence is 


held to be noxious. 

It is not law to throw the alphabet into the soup and then say, “Any 
substance carrying letter A is the one we will proceed against,” as 
was attempted in the Fluorine case. 

In this case, the prosecution was built on the presence of a letter in 
the chemical alphabet (fluorine, one of some 96 or so elements) with- 
out naming the substance, and the court of appeals threw the regu- 
lation out. 

In 15 years this is the only attempt to fix a tolerance, and the time 
taken to study the matter is probably time well spent. The law of 
today requires the naming of the substance, and no less will suffice 
in the amendment—such substance. 

Mr. Chairman, I worked 2 years on the bill to make sure the word 
“such” was put in at that particular point. 

Section 406 (a), also in section 402 (a) (1), that is, of the Food, 
Drug, and Cosmetic Act, and this latter is to be skillfully stricken by 
this bill, in section 3, page 2, lines 24 and 25, 

When a man is charged with a crime, the bill of particulars must be 
complete—meticulous. 

Such substance means as complete identification as I have requested. 
It is not a matter of saying “Jones,” when there is Bill Jones and his 
cousin, Joe Jones. Which one was present? Which one is noxious? 

As an example, of which there is a vastly increasing number: 

In DDT we have, so far as I know, at least three isomers chemically 
identical, but carrying an off note, a slightly differing wavelength in 
one respect, and the result in one form will kill mosquitoes but not the 
fish, while another form will kill mosquitoes and fish. 


38695—53——_7 
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Other forms for specific purposes are being developed. ‘There are 
250,000 species of insects. The apple has to be protected against at 
least 200, and each one may show a idiosyncrasies calling for special 
treatment, all varying under certain conditions. This legislation 
covers a continental area from Alaska to Florida, Maine to the Mex- 
ican border, as well as island territories, and as we view it, whoever 
dreamed up opening this Pandora’s box and put a “speedup” on 
emptying its contents, had little concept of what he was doing. That 
is my view. 

I would emphasize that the substance on which the proceedings are 
to be based must be adequately and properly named, and its identity 
meticulously established. 

Data in issuance of a regulation confidential section 407 (f), page 
6, line 18: 

That is modified, I understand, but I still want to refer to our 
memories, for we have bitter memories of the use of committees and 
their confidential reports. I cite one. 

When the problem of arsenical spray residue was acute, about 1927, 
a committee of experts, including Drs. Haven Emerson, Reid Hunt, 
and others of high caliber were asked to pass on a suitable tolerance 
and reported that there was no justification for less than 0.03 grain o 
arsenic to the pound for apples. We were advised this report was 
confidential and so treated it. In 1936, the Food and Drug Adminis- 
tration made it public, using 50 pages for an attack on my stand in 
this legislation. And you can see the book, American Chamber of 
Horrors. 

The Department, in order to play safe, issued a regulation of 0.01 
grain per pound. In the attempt to meet the tolerance by washing 
the fruit, the industry spent millions of dollars for equipment and 
destroyed vast quantities of fruit, and disaster seemed to confront us, 

The Public Health Service were asked to investigate and pursued 
a 8-year study, finding that a tolerance of 0.025 grain to the point 
amply safeguarded public health. Since then, other spray materials 
have been developed and arsenicals are used in a much more limited 
way. 

In the case of lead, I might add that we had tolerances ranging from 
0.014 grain to the point to a final finding that 0.05 amply protected 
the public health. And in the meantime, we were trying to meet all 
manner of provisions, with 3 changes in 9 months, on a crop already 
produced ; and trying to keep up with any such proposal is something 
that we take exception to. 

Speedup on factfinding: In view of the time required in this 
instance to thoroughly establish a basis to the satisfaction of Public 
Health Service, we see some danger in the 60-day provision for finding 
the facts, although we appreciate that today manufacturers are 
equipped for and practice so many checks on their material before 
releasing same that few substances come on the market that have not 
been under experiment 2 or 3 years, either in their own or various 
agricultural experiment station laboratories. 

And we appreciate further, Mr. Chairman, that the Department 
of Agriculture has the opportunity to pass on it before giving the 
permit. 
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Now, under the tolerance they have to submit on the new proposal— 
and again I would like to study those from further reports—I am in- 
terested in funds, in taxes, because I am a taxpayer. 

We have had the experience, and I resent the appropriation of 
funds to be used for creating animosities and defeating an industry 
in its purposes, attempting defeat of a Member of Congress who had 
taken a stand on legislation affecting food and drug activities. And 
this charge does not go against the present Administrator, but it has 
been a bad practice, and we are personally against it. 

We resent the administration’s using, for its own ends, data which 
we are advised is confidential, and we so treat it, even though it would 
be helpful to use it and its release would greatly aid the industry. It is 
secured at public expense. 

We further resent having such confidential data released by the 
Director of Information of the administration for political purposes, 
at a tim deefed opportune to create public interest, and to defeat 
legislation. 

This matter is quite germane, since we are, for the first time, pro- 
posing to write into law this procedure, and with my knowledge of the 
way it has been abused, I oppose it. 

Furthermore, this confidential data (“(f) all data submitted to the 
Administrator in support of a petition proposing the issuance of a 
regulation”) may become the basis on which the regulation is issued, 
This bill proposes that the defendant, grower in our case, charged 
with the violation of the regulation—a criminal act—may appeal to 
the United States District Court for the District of Columbia under 
the manner outlined and in the time prescribed, to see a copy. 

Now, that I understand is going to be changed, and there is certainly 
need thereof. 

For we announce to the world, if this is enacted, that from this time 
forth the grower of food charged with a criminal act may have to 
go to court to find the origin or basis for the charge he is to meet. This 
is shifting the burden of evidence, and we object. 

Now certain particulars on the bill: 

Page 1, section 2, line 11: 

There is no definition of the terms insects, rodents, fungi, or weeds 
or viruses in the Federal Food, Drug, and Cosmetic Act. 

There are definitions in the Federal Insecticide, Fungicide, and 
Rodenticide Act. 

This adds the words “pesticide” and defines it. 

Section 3, page 2, amends section 402 (a) (2) by taking pesticides 
as defined out of this provision and destroys the whole force of the 
word “added” in section 406 of the present law by the words “bears or 
contains” in proposed section 407, line 22, and nullifies clause 1 of sec- 
tion 402 (a) of present law by lines 24 and 25. 

Present section 402 (a) (1) is to be stricken so far as growers of 
fruits and vegetables are concerned by the definition of “pesticides” 
and adds a new section 407. 

Present law reads, section 402 

A food shall be deemed to be adulterated—(a) (1) if it bears or contains any 
poisonous or deleterious substance which may render it injurious to health; but 
in case the substance is not an added substance, such food shall not be con- 


sidered adulterated under this ciause if the quantity of such substance in such 
food does not ordinarily render it injurious to heaith 
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Now, note: That is to go out. 

Today the constituent material does not figure in the tolerance. 
And we need to keep this language. 

The proposal today is to add constituent to the added and find the 
tolerance for the combined. 

Now, exception was taken to this, and we had a contest on the ques- 
tion, because of allergy. And the child that cannot eat an egg or be 
loved by its mother w rithout hav ing a case of asthma or other allergies 
has no place in this legislation or in consideration of this law. The 
whole matter of allergy was covered very fully in the hearings, and 
it was decided that such cases were pathological. It is well to clear 
this. Those who cannot eat strawberries, those who cannot digest 
some 1 of the 38 proteides which appear in 1 plant or another, are in- 
dividuals whose vagaries are something the grower of fruits and 

vegetables cannot control, nor consider. It was shown that perhaps 
15 percent of the population may fall in this class of being allergic 
to something. 

We protest any limitations on the present language. 

Proposed section 407 is to appear as a new section of present law, 
section 406. 

It amends present section 402 (a), clause 2, by providing that— 

Any poisonous or deleterious pesticide added to a food shall be deemed unsafe 
** * unless— 


(1) the quantity thereof does not exceed the limits of tolerance prescribed 


a on 
(2) the pesticide is exempt. 


Now, if this is enacted, no grower can use a spray with safety until 
it is all passed on. 

(Norr.—The provision does not refer solely to the “added”; it in- 
cluded the constituent; for if it “bears or contains” in excess "of the 
tolerance set, it is adulterated.) 

All the local analyst—and it is not the Washington analyst but 
some county analyst—has to do is to see if the sample taken by his 
method of analysis exceeds the tolerance, and the case is closed. The 
ability to retain the identity of the chemical is sometimes difficult. 
Methods of determination by inference may be used. These may well 
be questioned. Standards in methods of analysis are essential. 

And in discussion today I understand they are available for a 
limited number of materials. 

In the case of apples and in a continental area like the United 
States, the composition varies with variety, soil, and climate. And 
like other plants, they take up what is in the soil-nutrient media. It 
reaches equilibrium in the plant, and in some plants there is selective 
power to take up and use more of one than another, 

At one time a tolerance set for “added” arsenic of 0.01 grain per 
pound on apples was one-quarter of that found in codfish livers and 
which carried over into the cod-liver oil which was good for babies, 
and was but one-twelfth of the amount found in dried codfish, one- 
eighth of that found in prawns. We have had a costly experience in 
the problem of finding and securing an administrative tolerance. At 
present we have apples which may carry 0.003 grain of arsenic to 
the pound constituent, it is variable, sad 3 it has nothing to do with 
the spray used, and is in a form of value in maintaining health. 
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This proposed bill adds this amount to the added and classifies both 
as detrimental to health. A law in violation of known facts and cov- 
ered by lines 20-23 below. 

Re proposed section 407 (a), lines 20 and 23 reading: 

While a tolerance is in effect, a food shall be deemed to be adulterated if the 
quantity of the pesticide which it bears or contains exceeds such tolerance. 

This has been the aim of the Food and Drug Administration for 
many years. To issue a finding and anything in conflict with their 
interpretation permits seizure, a fine, and jail for the producer. As 
I have indicated, the distributor is not involved if he gives the name 
of the person from whom he received the goods. At present it must 
be shown that the material as present is detrimental to public health— 
and certainly the Government should be able to do this. 

The present law gives the public full protection. This additional 
power—I question whether it is warranted. I question whether it is 
desirable in law that blanket authority be extended to everything— 
“any substance or mixture used.” 

Section 2 (a), page 1, lines 8 and 9 

There is full provision in the present law to govern hearings (ch. 
VII), and for the 15 years the law has been in effect, the life of our 
people has lengthened, their energy has increased, also their well- 
being, and it is largely due to the high standard of living. Fruits and 
vegetables have played an important part in this well- -being. The 
law requires that in calling the hearing, the Administrator shall name 
the substance on which it is to be held. And this is reasonable. 

We are not ready to have the Food and Drug Administration con- 
duct the findings of fact. We wish the inv estigation in other hands. 
The administration of the law may remain in the Food and Drug 
Administration. The opportunity for maladministration would be 
ever present should the Food and Drug Administration act as law- 
maker, factfinding body, and agency for the prosecutor. 

Public Health Service may be given the research and the problems 
of same, which we have indicated. Furthermore, time factors in 
research may be not Wey 

Section 407 (d) (1), page 3, lines 15-25 of H. R. 4277: I refer to 
the Department of Agr ha which has developed an efficient corps 
of specialists to handle the Federal Insecticide, Fungicide, and Ro- 
denticide Act of 1947. 

We have had no question as to their ability or integrity in the 
administration of the act. They appear to have handled the problem 
with that judgment essential in an administrative agency. 

The details here set forth are required for registration with the 
Department of Agriculture under the Federal Insecticide, Fungicide, 
and Rodenticide Act, section 4 (a), with the elaborate provisions for 
protecting the public health carried under “Enforcement,” section 
6a, and “Seizure,” section 9a, all references being to the act heading 
this paragraph. 

Why put business to the task of again filing with another agency ? 

We understand there exists close-working coordination between the 
two agencies, and the exchange of details takes place before permits 
are issued. 
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As to the effective date: If enacted, in view of the immense amount 
of work which must be done, the effective day should not be earlier 
than a year after enactment. 

In regard to court action: All court action should be possible in the 
local Federal court in which district the individual resides. 

We believe this bill would need to be greatly amended before it 
should be reported by your honorable committee. 

Mr. Chairman, I thank you. 

Mr. Sprincer. That isa very good statement, Mr. Fraser. 

Neither Mr. Priest nor I have any questions. 

It was a very excellent st itement and very well stated. 

Mr. Priest. Since Mr. Fraser is up here, I might ask perhaps one 

uestion, that you have gone into detail on anyhow. You say here 
th at you were not ready to have the Food and Drug Administration 
adopt the findings of fact, that you wish it in other hands. Do you 
have suggestions as to whom you would like, assuming that such a 
bill in some form might be passed, to make that investigation ? 

Mr. Fraser. I would like to make a suggestion. It has been sug- 
gested that a man be picked from certain pl: ices to handle the ques- 
tion. We are in danger of a professional jury, which we take 
exception to. That is “the question we have in mind. We want a 
factfinding body. We want an intelligent group. 

I only want to point out: Men have ideas. Just think. Sir Wil- 
liam Crookes, president of the Royal Society—I listened to him— 
preached on the approaching shortage of wheat, mind you. See what 
we have got? They don’t anticipate the facts, And I find in the 
food and dr ug hearings a whole series where scientific men have gone 
off halfcocked because they were all bent on their particular line. 
Now, we want the expert, but we don’t want to trust him with the 
business. 

Mr. Sprincer. Mr. Truman Nold, the executive secretary of the 
National Apple Institute. 

Mr. Nold, will your statement exceed 15 minutes ? 


STATEMENT OF TRUMAN NOLD, EXECUTIVE SECRETARY, 
NATIONAL APPLE INSTITUTE 


Mr. Notp. No. I don’t believe so, sir. 

Mr. Sprrncer. All right. You may be seated, Mr. Nold. 

Mr. Notp. My name is Truman Nold. I am executive secretary of 
National Apple Institute, whose membership consists of State ‘and 
regional organizations of apple producers in 24 States from coast 
to coast. 

Mr. Chairman, my representation overlaps that of the Northwest 
Horticultural Council in the case of the Northwest States. They have 
filed a written statement. Their statement and mine were prepared 
in consultation one with another. And in addition I have been asked 
to state that the United Fresh Fruit & Vegetable Association, which 
has also filed a written statement, has reviewed mine and wishes to be 
associated with it. 

The apple growers I represent literally live with the problem which 
is before you today in the bill, H. R. 4277, by Congressman Miller. 
We favor the bill, as a timely and needful step to implement the 
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basic Food and Drug Act in respect to the pesticide chemicals, with- 
out which our crops could not be produced. 

Mr. Chairman, the law says what to do; it doesn’t say how to do it. 

Nothing is more important to us than the confidence of the _ 
in the safety, the wholesomeness, the healthfulness of the apples we 
grow. ‘The safety of our fruit and vegetable supply is so good that 
it is practically taken for granted. It has earned so strong a con- 
fidence by the American public that it amounts to a high trust. This 
trust is not primarily fulfilled by law; but the necessary assistance 
by law now needs the improvements provided in H. R. 4277. 

Mr. Chairman, I would like to interpolate here two things. First 
of all, my statement from here on has reference to the revised version 
of the bill, which I understand has been placed before the committee. 
And secondly, I would not like the committee to have an impression 
up to this moment, from preceding testimony, that we have been en- 
dangering the public. Quite the reverse is true. We do know the 
nature of the materials we are using. We do have scientific advice. 
And there is a most high degree of responsibility in their use. 

As users of pesticides for the protection of our crop, subject on 
interstate movement to the present provisions of the Food and Drug 
Act, we believe three things are required : 

‘4 Separate and partic ular means are needed for dealing with the 
problems of pesticides, because their use is a necessity, and by the 
very nature of their use, they present problems that are distinct and 
different from all others regulated under the law. 

. Those who have the first interest in introducing a pesticide for 
commercial use should carry the responsibility of presenting adequate 
SC woe evidence upon which its safety regulation may be based. 

This and all other pertinent evidence must have opportunity to 
be ‘welahed independently by disinterested scientists having expert 
know ledge of the particular set of conditions in each case, reporting to 
the Secretary w ea is responsible for issuing and enforcing the 
regulation. 

The bill before you, we believe, satisfies these three points. 

If I may, I will give a brief explanation of the three. 

First: E very bit of our fruit and vegetable supply in the market 
represents a victory in the continuous, relentless warfare against the 
attacks of insects and plant diseases. Our commercial plantings, con- 
centrated for on row to feed a large population, are only a banquet 
spread for the insects unless we can stop them. 

If the insects eat, we go hungry. 

We eat and live ina safety zone. In simplest terms, this safety 
zone is given us by the fact that the pests succumb to kinds or amounts 
of pesticides whose remaining traces, if any, are harmless to human 
beings. This array is constantly changing as the scientists strive to 
keep. one jump ahead of the adaptable enemy. The safety zones have 
been steadily widened by the scientific advances in recent years. 

The regulatory problem is to draw the boundaries of the safety 
zone for each pesticide—what amount may safely remain when the 
crop that has been saved goes to market. 

This question, we submit, is one that requires —s ially designed pro- 
cedures to reach the answers with due dispatch. Three years have 
passed since administrative hearings were held under the present law 
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to establish tolerance regulations, to mark the safety zones, on the 
pesticides then in use. None has come forth. A suitable procedure 
was lacking; the Miller bill provides it. ; 

Second. There must be a clear responsibility for furnishing the 
main body of research evidence necessary to the establishment of a 
tolerance. This responsibility is specified in the bill. The informa- 
tion is to come from those who have developed a pesticide and are 
interested in introducing it to commercial use. We know of no other 
feasible source for it. And I am referring to the main body of evi- 
dence ; not the exclusive. 

Third. Who is to weigh this evidence? The Secretary must issue 
the regulation and enforce it. We believe either the petitioner for a 
regulation, or the Secretary, should be in position by a specified pro- 
cedure to have any case referred for independent study to a committee 
of disinterested experts, technically qualified to consider that evi- 
dence, to render a report and recommendation to the Secretary. 

This is a conviction resulting from our experience over the years. 
Let me illustrate briefly. 

Around 20 years ago a tolerance was imposed on the main insecti- 
cide then in use, arsenate of lead, on the basis of conditions prevailing 
in the manufacture of beer in England. And on the basis of Con- 
gressman Horan’s reference this morning, I had better change that 
word “beer” to “ale.” This issue has been mentioned heretofore in the 
hearing, but I would like to make one further comment on it. It was 
a ruinous regulation, and growers knew it was not based on fact— 
that the facts had not been scientifically determined. Congress lis- 
tened and directed the Public Health Service to get the facts. This 
it did: and at the Administrator’s wish, the evidence was reviewed 
by an independent committee of scientists. Only then was a sound 
regulation issued. 

One of the great discoveries made during World War II was the 
usefulness and relative safety of DDT. We reached for it as soon 
as military requirements were satisfied ; but the first order of business 
was to set the safety limits. This was done with dispatch, though 
informally ; a committee comprised of those who knew the most about 
it was available, and on its advice the Food and Drug Administration 
was able to draw a safety line, in good time. 

Then in 1950 came the administrative hearing I mentioned earlier. 
It assembled the evidence necessary to issuance of regulations on all 
of the pesticides then in use, many of them new ones developed during 
and since the war. The hearing was no failure; it brought together 
the most complete collection of data of this kind ever assembled. 

The failure was in the fact that when the evidence was in, there 
was no prescribed method by which each item could be independently 
reviewed by a committee of experts on that item, to result in recom- 
mendations which could be acted upon with dispatch. 

No one agency of Government can be expected to be staffed with 
the great number of technicians necessary to cover all these fields of 
specialization. Even if a few men could do it, it would be wrong to 
mix the determination of tolerances with the responsibility for their 
enforcement. " 

It is obvious that the petitioner for a tolerance regulation should 
not be the final judge of his own evidence submitted for that purpose. 
Nor should the enforcement agency. 
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The essential function of the Food and Drug Administration in 
respect to pesticide tolerances is their enforcement. It must not carry 
the responsibility for deciding what the tolerances it is to enforce 
shall be. It is not and cannot be disinterested. 

Thousands of growers have sharp recollections of being faced with 
a school of thought which held that the only enforceable tolerance 
is one set so low that some percentage of a crop would be caught over 
the line and prosecuted as examples to keep everyone else in check. 
Arbitrary approaches like this have been outgrown and do not prevail 
today. 

But the expediencies of enforcement necessarily involve a strong 
interest, an interest whose deseription belongs with all the other 
considerations to be weighed. 

The essential is that those considerations, all of them, from all 
sources, shall have opportunity to be weighed independently, by disin- 
terested experts, as the bill provides. 

The heavy responsibility assigned to the Secretary deserves no 
less. 

The result of decisions reached in that manner is to take the longest 
step possible toward complete respect and observance by everybody, 
and at one stroke make enforcement a practical and workable 
endeavor. 

These are the reasons why we support the Miller bill, which takes 
those means to implement the present law. 

In respect to the details, we would briefly call attention to several 
essentials : 

1. A provision for recourse to court appeal is, of course, indis- 
pensable. But we would lean upon the committee’s judgment as to 
how that is to be accomplished. 

2. A means for amending or modifying regulations at a later date, 
as new evidence or new conditions require, is necessary and is provided. 

8. Provision is made for recovering the usefulness of the vast amount 
of data collected in the 1950 hearing. 

4. A saving of needless duplication, and clarification of respective 
responsibilities, is provided by relating the registration function of 
the Department of Agriculture and the eligibility for action toward 
a tolerance regulation. 

5. Provision is made for the filing and consideration of objections 
to an order before it becomes final. The language of this provision, 
in (d) (5) is not specific, but we believe the intent and expectation is 
clear enough that, in case evidence comes in which by its substance 
brings into serious consideration a possible change in the order, the 
Secretary would obtain independent advice, in accordance with the 
whole intent of the bill. If this is correct, there is no necessity for my 
proposing any change in the language. 

In conclusion: We believe this bill is sound in principle and offers 

ractical and effective means to mark the safety zones in which this 
important part of our food supply is produced and marketed. We 
recommend its favorable consideration by the committee and its enact- 
ment into law. 

Thank you, sir. 

Mr. Srrincer. Mr. Nold, you are the National Apple Institute, and 
Mr. Fraser is the International Apple Association ? 

Mr. Nop. That is correct. 
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Mr. Springer. I take it that his is a sort of a worldwide proposition 
in the growing of apples. Is that right? 

Mr. Noto. Mr. Fraser’s association is an old one in the field and 
consists of direct memberships. That is, an apple grower or an apple 
shipper, a broker, a jobber, a wholesaler, whoever has an interest In 
the entire flow, may take a membership. 

Mr. Sprincer. I see. 

Mr. Nop. In our case, we start with associations and institutes of 
apple growers within each major apple-producing State. They have 
formed themselves, beginning in the mid-thirties, into business asso- 
ciations of their own. And all of those together are federated and 
maintain a national organization at their service. 

Mr. Sprincer. That is you. 

Mr. Noup. And that is myself. 

Mr. Sprincer. Mr. Nold, is there anyone that you know of in the 
agriculture business or in the processing of fruit and vegetables that 
is opposed to this bill? 

Mr. Noxp. Sir, I have consulted our people in the preparation of this 
testimony. There are none who are now opposed to it, considering the 
amendments and revisions that are contemplated. Mr. Fraser’s reser- 
vations stated here just before me on particular points are the only 
reservations that have come to my direct notice. Other than that, I 
would say that there is a strong desire amongst the people I work for, 
after all of these years, for a means whereby these problems can be 
handled in proper channels, with dispatch, with fairness and equity 
to all. 

Mr. Priest. Mr. Nold, were you present this morning when Judge 
Stevens and Judge Morris discussed the question of court review or 
appeal ¢ 

Mr. Noxp. Yes, sir; I was. 

Mr. Priest. I wonder if you have given any study to some of the 
questions raised in their testimony, particularly with reference to 
provisions in the bill calling for a de novo proceeding in a Federal 
district court. Have you gone into that phase of it very fully ? 

Mr. Po. Yes, sir; we have had numerous discussions on that ques- 
tion. I should say this. I am not an attorney, not a lawyer, and 
do not pretend to ‘qualify in that field. But we raise the question, 
first of all: Is it necessary to be inconvenienced in the event of desiring 
court review, to come into the district in order to have it? That is 
still a serious concern to us. 

Now, we have some familiarity with one piece of legislation, an 
old one that has worked successfully over the years, which uses some- 
thing similar, and that is the Perishable Agricultural Commodities 
Act. 

I would not presume, sir, to comment on which way the court review 
ought to be provided in this case. I believe persons who are far more 
familiar with judicial procedure ought to advise the committee on 
that point. 

I might comment that the statement I referred to at the beginning 
of my testimony, as coming from the Northwest Horticultural Coun- 
cil, does comment on it, and does make a strong request that we have 
accessibility to courts nearest home. 
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Mr. Priest. Whatever the subcommittee of the committee finally 
might do with reference to whether it is a de novo proceeding in a 
district court or an appeal to a United States circuit court, or what- 
ever it might be, in that respect I feel very strongly that it should be 
any district court in the area represented by the person going into 
court, whatever type of court it might be. I think that we would 
be thoroughly unjustified in requiring everybody to come to the Dis- 
trict Court of the District of Columbia or to a circuit court of appeals 
in the District of Columbia. 

Thank you very much, Mr. Nold. 

That is all, Mr. Chairman. 

Mr. Serincer. Thank you, Mr. Nold. 

Mr. Not». Thank you, sir. 

Mr. Sprincer. Mr. John J. Riggle, secretary of the National Coun- 
cil of Farmer Cooperatives? Mr. Riggle? 


STATEMENT OF JOHN J. RIGGLE, SECRETARY, NATIONAL 
COUNCIL OF FARMER COOPERATIVES, WASHINGTON, D. C. 


Mr. Riecte. Mr. Chairman, my name is John J. Riggle. I am sec- 
retary of the National Council of Farmer Cooperatives, located at 
444 Jackson Place NW., Washington. 

Mr. Cuatrman. I do not have a prepared statement. 

Mr. Sprincer. That is all right, sir, just so long as you do not take 
more than 15 minutes. 

Mr. Riacie. I will agree to turn back part of the 15 minutes, Mr. 
Chairman. 

I want to say that the National Council of Farmer Cooperatives 
is made up of marketing organizations of producers and associations 
purchasing farm production supplies for producers, and they have a 
total membership in this country of some 5,000 local associations 
affiliated with the council, mostly also affiliated through federated 
regional organizations, 

It is easy to see that the members of these associations, being pro- 
ducers, are interested in this question from the standpoint of require- 
ments of producers in producing products which will qualify for the 
market and the demands of the consumers. It is also easy to see 
that the associations which are marketing the products of their mem- 
bers are very much interested in having a product which will meet 
the desires and the qualifications required by consumers, and, as a 
matter of fact, their principal business is in promoting the marketing 
and the consumption of the products of the members who are asso- 
ciated with them. They spent tremendous sums in research and in 
promotion of these products on the market, in order to get consump- 
tion of them, to get acceptance by the consumers. So that they are 
very much interested in this subject from the standpoint of the 
product that goes to market in the highest possible volume. 

Now, the associations, of course, that purchase farm-production sup- 
plies find that one of the chief supplies in their category of demands 
are the pesticides which are used in the production by their members 
of different crops. Therefore they are very much interested that they 
are procuring for their membership pesticides which will meet the 
requirements of the law insofar as it is in effect, at levels which pro- 
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tect the consumer, and at the same time protect the producer in the 
proper production of his crops; in other words, the tolerance at the 
proper level to protect both the consumer and the producer. 

Now, our organization has some 17 different commodity groups 
varying from grain, cotton, tobacco, fresh fruits and vegetables, rice, 
dairy products, meat, and all the commodities and processed products 
thereof normally marketed by farmers when they are associated to- 
gether for the purpose of marketing and buying their supplies. And 
ach of these groups is represented on our executive committee. In 
connection with the consideration of this bill, we have queried those 
representatives. 

Mr. Priest. Could you raise your voice just a little? There is a lot 
of competition in the way of noise. 

Mr. Ricete. Surely. 

In connection with the consideration of this bill, we have queried 
the representatives of these various groups on our executive commit- 
tee, and we have found no opposition to this bill. Some of them were 
not completely familiar with it, especially some of the revisions that 
have been suggested since the bill was printed. But having in mind 
the provisions, and the revisions which have been suggested here by 
Mr. Hichner, and some of the other revisions, we find no opposition 
to the principle and purpose of this bill, and support, very positive 
support, among a number of these groups. 

Mr. Sprrncer. Mr. Riggle, I presume you have had considerable 
correspondence and you have talked to a lot of people about this 
bill. 

Mr. Rieete. Quite a little; and quite a lot of correspondence in the 
last week or so. 

Mr. Sprtncer. Do you know of anybody, either in agriculture or in 
food processing or food manufacturing, that is opposed to this bill? 

Mr. Rieerr, I know of nobody who is opposed to the principle and 
purpose. There have been some questions raised about some of the 
provisions, and I would be glad to suggest those to you. 

One of them is with regard to this District of Columbia court. The 
question has been raised: Why doesn’t anybody that is involved go to 
his own district court? 

The other question has been answered in these revisions pretty gen- 
erally. That is that the tolerances should be applied for the pesticide 
chemical rather than for each particular brand of weckleie which 
might happen to be on the market. 

Mr. Sprincer. Those are the sort of questions that have been raised. 

Mr. Ricerx. There is one other question that has been raised in a 
very general way, and that is whether or not even this procedure of 
going to the advisory committee could not be shortened somewhat in 
some cases at least. But no specific suggestions have been made as to 
how that could be done. 

Mr. SprincerR. From the 90-day period ? 

Mr. Rieete. Well, with the 90-day period here and a 60-day period 
there, and so forth, it could be dragged out quite a while in some 
cases when somebody is in a particular hurry to use a new product. 
There might be some cases where that could be shortened, but it seems 
to me that would have to be done voluntarily by agreement of the 
parties and the Administrator. 
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Mr. Sprincer. No danger that this could be dragged out for years, 
is there? 

Mr. Rieeie. That is the improvement in the bill that it can be 
dragged out only to a certain limit. 

There is one other suggestion our people would favor and that is 
that the Secretary of Agriculture also appoint an equal number of 
representatives on this advisor y committee with the other groups be- 
cause he is involved in having certified the product as having some 
usefulness in the first place and at the present time he is not repre- 
sented. 

Mr. Sprincer. He merely certifies that it is all right after the ad- 

visory board has already set up the formula; is that correct? 

Mr. Riectx. No; he certifies before it gets to the advisory committee, 
as I understand it. 

Mr. Sprincer. That it is all right. 

Mr. Ricerr. That is it is useful but he does not certify in what 
quantities. 

Mr. Priest. I believe Mr. Riggle has stated his position and I have 
no questions at this time, Mr. Chairman. I believe you did say that 
you found some considerable interest in the question of one district 
court rather than any district court 

Mr. Rieeie. That is correct. 

Mr. Priest. And you found, I am sure, that most of those persons 
who had opinions on that matter felt that any district court rather 
than just one should be the provision in case legislation is enacted. 

Mr. Riceir. That was the suggestion, that they would probably 
go into the district court closest home. 

Mr. Priest. That is all, Mr. Chairman. 

Mr. Sprincer. That is all, Mr. Riggle; thank you very much. 

Is Mr. Charles W. Crawford here, Commissioner of the Food and 
Drug Administration ¢ 


STATEMENT OF CHARLES W. CRAWFORD, COMMISSIONER, FOOD 
AND DRUG ADMINISTRATION, DEPARTMENT OF HEALTH, EDU- 
CATION, AND WELFARE 


Mr. Crawrorp. Yes, sir. 

Mr. Sprrtncer. Would you care to make a statement at this time, 
Mr. Crawford? 

Mr. Crawrorp. If it meets the committee’s pleasure, yes. 

Mr. Sprrncer. Very well. Will your testimony take longer than 
15 minutes ? 

Mr. Crawrorp. I think it will, Mr. Chairman, particularly if you 
ask questions. 

Mr. Sprincer. All right. In view of the fact that we have taken 
up considerable time with the proponents of this bill, I think you 
may go ahead and take whatever time you feel is necessary. 

Only yourself and Mr. Goodrich expect to testify; is that correct ? 

Mr. Crawrorp. That is right. 

Mr. Chairman and members of the committee, legislation is needed 
in the area covered by H. R. 4277 to afford better protection to pub- 
lic health and to simplify procedures for establishing tolerances for 
poisonous pesticidal residues in food. 
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The problem of poisonous chemicals in the Nation’s food was first 
called to the attention of Congress several years ago by Hon. Frank 
B. Keefe, the late Representative from Wisconsin, who spoke several 
times from the floor of the House on this subject. He and Hon. 
Adolph J. Sabath, the late Representative from Illinois, were respon- 
sible for the introduction of resolutions which resulted in the estab- 
lishment of a select committee to investigate the use of chemicals in 
foods and cosmetics of which the distinguished author of this bill, 
Dr. Miller, was a member. 

H. R. 4277 is one of several bills introduced following a series of 
reports last summer by the select committee. One of these reports re- 
lates primarily to the problem of the use in foods of chemicals, in- 
cluding pesticides, that have not been adequately tested to show their 
safety. The majority report No. 2356 of June 30, 1952, concludes with 
the following paragraphs: 

Your committee recognizes the need for supplemental legislation which will 
provide more adequate protection to the public. While the committee is in 
agreement with the opinions expressed by many of the eminent witnesses who 
testified, that no chemical should be permitted in or on the Nation’s food prod- 
ucts until its safety for the use for which it is employed has been demonstrated 
beyond a reasonable doubt, it also recognizes the necessity for the continued 
use of chemicals in sprays and other insecticides if the Nation is to be supplied 
with foods. 

In the committee’s investigation, which included inspection of the facilities 
used in the production and processing of a number of the items contributing 
to the food supply of this Nation, it has been convinced that with proper care, 
and by taking reasonable precautions, it is possible to utilize the poisonous 
properties of such chemicals in destroying insects and controlling diseases which 
attack many crops, without endangering the health of the people who consume 
these products. The committee does not believe that an insecticide which can 
be used without danger to the consuming public, and with benefit to the grower, 
should be kept from the market because of the failure of a few to observe the 
recommended directions for use. 

In conclusion, the evidence has convinced your committee that chemicals have 
been utilized in and on the food supply of the Nation without adequate and 
sufficient testing of their possible long-range injurious effects; that the public 
is entitled to greater protection with respect to the foods it must necessarily 
consume; and that such protection is not afforded by existing legislation, under 
which the Government may take no action until after the food has been placed 
upon the market and injury may have occurred. Your committee recommends, 
therefore, that the Federal Food, Drug, and Cosmetic Act be amended to re- 
quire that chemicals employed in or on foods be subjected to substantially the 
same safety requirements as now exist for new drugs and meat products. Ade- 
quate provisions for a comprehensive judicial review of administrative decisions 
should be included in such an amendment. 

That closes the quotation from the select committee. 

This bill does not touch the problem of distributing pesticides which 
have not been adequately tested to demonstrate their safety when 
used in accordance with the directions of the manufacturer. Instead 
it rewrites the provisions of existing law under which tolerances are 
prescribed for pesticides which are necessary in the production of our 
food supply. 

Those provisions, sections 406 and 402 (a) (2)—prohibit traffic 
in food which contains an added poisonous or deleterious ingredient 
unless it is required in production or cannot be avoided by good manu- 
facturing practice. Where these substances are required, as in the 
case of agricultural pesticides generally, the Secretary is directed 
to prescribe tolerances limiting the residues in or on food to the extent 
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necessary to protect public health. In determining the quantity of 
residue to be tolerated the Secretary is directed to take into account 
the extent to which the pesticide is required or cannot be avoided 
in production and the other ways in which the consumer may be af- 
fected by the same or other poisonous or deleterious substances. 

In commenting on these provisions this committee, which brought 
the present law to enactment, said (Report No. 2139, 75th Cong., 3d 
sess.) : 

Section 406, in subsection (a), provides for a fairer and more effective control 
of the addition of poisons to food than does the present law. This subsection 
first prohibits the unnecessary additions of poisons. Where such additions are 
necessary, the establishment of tolerances is authorized, based upon the prac- 
tical necessities for the use of poisonous substances. It is well recognized that 
an adequate fruit and vegetable supply could not be brought to maturity without 
the use of toxic insecticides and fungicides. But the situation is made extremely 
complex by the number of poisonous substances used for different crops in dif- 
ferent localities, and by contaminations which unavoidably occur in many manu- 
facturing processes. The purpose of the subsection is to insure that the total 
amount of poisons the consumer receives will not be sufficient to jeopardize 
health. The needs of each branch of the food-producing industry can be wet 
and the public health can be adequately protected. 

The wisdom of the prohibition against the unnecessary addition 
of poisons to food is becoming increasingly apparent with the rapidly 
changing technology of food production and processing in which more 
and more new substances, some of which are of dubious safety, find 
their way into our food supply. 

H. R. 4277 reverses this policy in one important area. It defines 
the term “pesticide” as including fungicides. Fungi are a class of 
organisms that includes molds, yeast, and bacteria. The bill would 
therefore apply to poisonous preservatives used to prevent spoilage 
by these organisms. The Secretary would be compelled, ri the 
provisions of section 407 (b), to establish tolerances for poisonous 
preservatives, even though they are unnecessary. 

In the early days of “enforcement of the Food and Drug Act of 
1906 the heroic work of Dr. Wiley’s “poison squad” was responsible 
for the elimination of a great many poisonous preservatives from our 
foods. That work and the rapid evolution of sound technology in 
food processing brought about a situation wherein there is little real 
need for chemical preservatives. Most of the few that are used are 
harmless. Under the authority of existing law successful measures 
have been taken to keep many poisonous preservatives out of food. 
For example, monochloracetic acid has been kept out of wines and 
other products, fluorine compounds out of beer, hydroquinone out. of 
fats. dehydroacet ic acid out of a wide v ariety of cheeses, and thiourea 
out of frozen fruit. All of these substances have a toxicity comparable 
to or greater ae an carbolic acid, Proper sanitation and packa wing, 
heat treatment, or refrigeration are adequate preservatives for nearly 
all foods. 

We do not believe that the quantity of toxic substances in our 
overall food supply should be increased by admitting poisonous pre- 
servatives. We do not believe we should return to the food-preserving 
practices common in 1906 or that the provisions of existing law under 
which most poisonous preservatives are excluded should be weakened. 

Other substances falling within the definition of pesticides for which 
no tolerance in food should be provided are such articles as the rat 
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poison, 1080, a substance that is lethal in minute quantities and for 
which no antidote is known. This can be safely and effectively used 
about food establishments if rigid precautions are taken to insure that 
none of it contaminates the food. Cert: ainly it should not be tolerated 
in food in any quantity whatever. The risk is too deadly. 

We cannot share the view that under section 407 (b) the Secretary 
would be authorized to issue a tolerance of zero. That is a contradic- 
tion in terms. Complete exclusion is not a tolerance. 

Section 407 (d) (1) provides that any person submitting an appli- 

cation for the resignation of a pesticide under the Federal Insecticide, 

Fungicide, and Rodenticide Act of 1947 may file with the Secretary 
a petition proposing the issuance of a tolerance for the pesticide or 
its exemption from a tolerance. The petition is required to contain 
among other things “toxicity information.” There is no requirement 
that this information be adequate to show what amount of the pesticide, 
if any, may be safely tolerated in the food. 

Most pesticide manufacturers conduct extensive investigations on 
the safety of their products when used in specified quantities sufficient 
to exercise pesticidal action. But under the provisions of this bill 
it appears that irresponsible operators might submit the sketchiest 
and most inadequate toxicological data and the Secretary would be 
compelled to guess a tolerance and issue it within the rather brief 
time limit prescribed. 

We believe it essential to public health and highly advantageous 
to the industry that tests deemed adequate by a competent and un- 
biased scientific body be required of all new pesticides. 

While section 407 (d) (1) requires the applicant for a tolerance 
to submit “tests showing the amount of residue remaining” it does 
not clearly require that ‘the tests be of sufficient accur acy ‘and prac- 
ticality for the objective examination of food to determine whether 
it complies with the tolerance. A tolerance would be of little value 
unless accurate and practical methods exist to determine whether the 
quantity of residue in or on a food exceeds the tolerance. 

A further point that may be important in the use of some pesticides 
is the existence of methods for the removal of excessive quantities 
that may remain in or on the food. Where such methods are needed 
and are available we suggest that they should be included in the infor- 
mation submitted pursuant to section 407 (d) (1) 

Section 407 (g) provides for the appointment of ad hoc advisory 
committees of disinterested experts to make reports and recommenda- 
tions to the Secretary on proposed tolerances. Each committee is to 
be made up of experts selected in equal numbers by the Secretary, the 
Chairman of the Food Protection Committee of the National Research 
Council, and the person who proposes a tolerance. 

Weare in no way ee to advisory committees of scientists. Such 
committees from the National Research Council have been of great 

value in some of our most difficult problems. We have had no “part 
in choosing the membership of the committees. They were selected 
by the council itself. The method of choosing the members set up 
by the bill is more suitable for appointing an ‘arbitration committee 
to settle disputes than one of genuinely disinterested experts to ap- 
praise scientific data. We would suggest that the membership be 
selected by the National Research Council alone and that both the 
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Secretary and the person desiring the tolerance be entitled to consult 
with them. 

The requirement that the committee members be “particularly quali- 
fied in the specific subject of the petition” might make it impossible 
to form a committe except from those whose experiments are under 
review. We suggest that the bill authorize appointment of any expert 
who is qualified by scientific training and experience to evaluate the 
safety of pesticidal residues in food. 

A number of poisonous chemicals are applied to food crops for 
purposes which apparently would not bring them within the defini- 
tion of “pesticide” set forth in the bill. For example, some are used 
to defoliate beans and rice before harvest, some to stop enzymic de- 
terioration of beets, carrots, and other root crops, some to control 
fruit set or fruit drop, some to prevent sprouting of potatoes and 
onions. The committee may wish to consider the inclusion of these 
articles in the bill. 

We believe the bill should authorize the collection of fees from 
those who apply for tolerances to cover the cost of rendering the 
service the bill would require the Department to give. 

I shall not comment on the procedural and review provisions of 
the bill. Mr. Goodrich, of the General Counsel’s Office, will present 
the Department’s views on these points. However, it may be of in- 
terest to the committee to outline the procedure followed in pre- 
scribing tolerances under the present law, and also the procedure 
followed under the new-drug section, which was suggested as a pat- 
tern for the legislation recommended in the report of the select 
committee. 

The procedure now followed for prescribing tolerances for poison- 
ous substances in food is described in section 701 (e) of the act. 

The Secretary may initiate these proceedings on his own motion 
and is required to initiate them upon application of any interested 
industry or substantial portion of it stating reasonable grounds. 

He must hold a public hearing upon any proposed tolerance, after 
giving appropriate notice setting forth the proposal and specifying 
the time and place for a hearing to be held not less than 30 days after 
the date of the notice. At the hearing any interested person may be 
heard in person or by his representative. Scientists representing in- 
dustry, agricultural experiment stations, and Government give the 
bulk of the testimony. As soon as practicable after completion of 
the hearing, the Secretary is directed to make public his action in 
issuing a tolerance, which must be based only on substantial evidence 
of record at the hearing and be supported by detailed findings of fact. 

Under administrative practice the tolerance is issued first in tenta- 
tive form with invitation to submit exceptions. After all exceptions 
have been reviewed the tolerance is modified, if necessary, and is issued 
in final form. It cannot become effective in less than 90 days unless 
an emergency exists. At any time prior to the 90th day after the 
tolerance is issued any person who will be adversely affected if it is 
placed in effect may petition the court of appeals of the circuit in 
which he resides or has his principal place of business for a judicial] 
review of the order. 

This procedure applies not only to tolerances for poisonous sub- 
stances in food, but to food standards, dietary food regulations, and 
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certain drug and cosmetic regulations. This procedure and the pro- 
visions for court review of the resulting regulations have been gen- 
erally regarded as satisfactory except for the time consumed in hear- 
ings on some of the proposals. 

A bill is now pending before your committee, H. R. 5055, designed 
to lessen the time required for the issuance of food standards by sim- 
plifying the requirements with respect to points about which no con- 
troversy exists. 

The procedure for new drugs, which was suggested by the select 
committee as a pattern, is prescribed in section 505 of the act. This 
section prohibits the introduction of new drugs into interstate com- 
merce unless an application filed with the Secretary is effective with 
respect to this drug. The applicant is required to submit full infor- 
mation which becomes effective on the 60th day after filing unless 
prior to that time the Secretary extends the date to not more than 
180 days for the purpose of enabling an appropriate study and investi- 
gation of the application. 

If the Secretary finds that the data submitted establish the safety 
of the new drug the application is made effective at once, even though 
the statutory time limit has not run. If he finds, after giving the 
applicant an opportunity for a hearing, that the drug is not safe or 
that the information available is insufficient to determine whether or 
not it is safe, he issues an order refusing to permit the application to 
become effective. 

The applicant, within 60 days after the date of the order, may 
appeal for a review of the order in the district court for the district 
wherein he resides or has his principal place of business. 

In appraising applications on new drugs our medical and pharma- 
cological staffs, in case of any doubt as to whether the data are suf- 
ficient to establish safety, consult freely with the applicant’s investi- 
gators and with the outstanding experts of the Nation in the partic- 
ular fields wherein the question lies. Where there is a consensus 
among these experts that the tests made are insufficient to establish 
safety the applicant usually withdraws the application and conducts 
further research on the point in question. A great many applications 
are never resubmitted after these additional studies are completed. 

Throughout the 15 years the new-drug section has been in effect 
only 1 petition for judicial review has been filed, although more 
than 9,000 new-drug applications have been submitted and more than 
6,400 have been made effective. The key determinations on the safety 
of new drugs have been those of the Nation’s scientists who are best 
qualified to evaluate their safety. 

The new-drug section has been highly effective in protecting the pub- 
lic health and in promoting the sound development of new products. 

While the drug industry opposed the enactment of the section in 
1938 it has since become an enthusiastic supporter. In the Odyssey 
of Modern Drug Research by Robert Burlingame, a book published 
in 1951 by the Upjohn Co., one of the country’s leading drug manu- 
facturers, the following statement is made about the new-drug section : 

At the time (of enactment) many of the drug manufacturers affected con- 
sidered the law practically as bad as the medicine that brought it on. (The 
leading pharmaceutical houses did not take quite so lugubrious a view, since 
they had argued against the bill on the ground that they already had higher 
standards of quality and safety control than the law would provide. 
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Nevertheless, the entire industry settled down to observing the law and the 
complex regulations issued under the wide enforcement powers granted to the 
Food and Drug Administration. And in the course of doing so the manufac- 
turers—some willy, some nilly—found themselves compelled to increase their 
scientific and technical personnel, to accumulate a vast body of medical evidence 
on which to launch their products, and in general to apply the principles of 
rational therapeutics to all their works. * * * 

It is to the credit both of the FDA officials and of the drug manufacturers, 
who have worked in full cooperation to meet the objectives of the law, that the 
public has been given needed protection from careless or irresponsible drug- 
making, without any hampering of the free enterprise of drug discovery. On the 
contrary, as already pointed out, the law gave new impetus to pharmaceutical 
research and new strength to the ties between drug houses and other medical re- 
search facilities outside the industry. Although industry and FDA points of 
view have often differed, and sometimes clashed on administrative matters— 
which in this case, are almost entirely matters of opinion—a large majority of 
the industry would certainly be among the first to recommend a head examina- 
tion for any manufacturer who wanted to repeal the new drug provisions of the 
law at this late date. * * * 

It is true that most of the big-name, full-line houses—houses like Lilly, 
Upjohn, Squibb, Abbott, and Parke-Davis, for example—had long maintained 
rigorous manufacturing controls, high quality standards, large-scale pharma- 
eological and clinical testing of new products, and other standards which the 
new law compelled the whole industry to adopt. But there is no indication that 
the law has wrought hardship on any company, large or small, except perhaps 
for its desirable discouragement of fly-by-nighters who might otherwise have 
exploited and possibly endangered the public. On the contrary, the law has 
profited the whole industry to the extent that the public, including the medical 
profession, now takes for granted the purity and quality of all drugs on the 
market and their safety when used in accordance with labeled instruction * * * 
(pp. 50 and 52). 

Of course, the marketing of pesticides as such is regulated under 
the Federal Insec tic ide, Fungic ide, and Rodentic ide Act. Any pro- 
cedure for accomplishing the objective of protecting the health of the 
consumer in this field should take account of this fact, and should 
be carefully meshed with that act. 

We believe that the bill, if changed as suggested, will be effective in 
carrying out its stated purpose of protecting the public health. 

Mr. Srrincer. Mr. Priest ? 

Mr. Priest. Commissioner Crawford, I was interested in 1 or 2 
questions and I will try to make them brief. 

On page 5 of your statement you made reference to these preserva- 
tives and I judge from your statement that the language of the bill 
we are considering would actually direct the Secretary to establish 
tolerances for preservatives as we ll as for pesticides. 

Is that your conclusion ¢ 

Mr. Crawrorp. That is our conclusion. 

Mr. Priest. And further down on that same page near the bottom 
of the page you re ferred to or made a statement that you did not be- 
lieve we shoul 1 return to the food preservi atives or food- preserving 
practices common in 1906 or that provisions of existing law should be 
weakened. 

Was it your feeling that if the language in the bill remains as it is 
and should be enacted that it would weaken the law in that respect ? 

Mr. Crawrorp. That is true. 

Mr. Priest. That was my impression of your opinion there. 

Do you have or would you be prepared at a later time to suggest 
necessary changes in that language to prevent that sort of thing? 

Mr. Crawrorp. We would be prepared to do that if you wish. 
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Mr. Priest. I think certainly we would want to examine the sugges- 
tions of the Commission. 

Just one other question and it may be you will want Mr. Goodrich 
to go into that phase of it. 

At the bottom of page 9 of your prepared statement, I am quoting 
from your statement : 

At any time prior to the 90th day after the tolerance is issued any person who 
will be adversely affected if it is placed in effect may petition the court of 
appeals of the circuit in which he resides or has his principal place of business 
for a judicial review of the order. 

That is existing law, is it not, that is the review procedure in existing 
law ? 

Mr. Crawrorp. That is the review procedure in existing law apply- 
ing not only; to the promulgation of tolerances but to the promulga- 
tion of food standards and a great many other types of regulations 
of that general character. 

Mr. Priest. Now just one further question on that point and I be- 
lieve that will be all: 

In this judicial review will you just briefly list what the court may 
consider in such a review—that is, the circuit court of appeals?) What 
questions may the court consider ¢ 

Mr. Crawrorp. I am not a lawyer and I would prefer that you ask 
the question of Mr. Goodrich. 

Mr. Priest. I think that will be entirely all right. That is all I 
have, Mr. Chairman. 

Mr. Sprincer. Mr. Crawford, following up Mr. Priest’s question, I 
did not understand in what way you are going to return to poisonous 
preservatives. I might have misunderstood the wording used by the 
proponents of the bill but I never understood that is what they in- 
tended to do. 

Mr. Crawrorp. I do not have a copy of the bill with me. I gave the 
citation at the point where I made reference to that. 

It is our belief that on page 3 of the bill, lines 1 to 8, which is section 
407 (b)—— 

Mr. Sprincer. Page 3, what line? 

Mr. Crawrorp. Lines 1 to 8, inclusive, which is subsection (b) 
of section 407. 

That the Administrator would be compelled to issue a tolerance for 
these poisonous preservatives for use in food if application for one or 
petition for a tolerance for one were received. 

Mr. Sprincer (reading) : 

The Administrator shall promulgate regulations establishing a tolerance of 
any poisonous or deleterious pesticide to the extent necessary to protect the 
public health. 

It. is within those three lines or following that. 

Mr. Crawrorp. That is associated with the earlier provisions in sub- 
section (a) and with the provisions of subsection (d) (1). 

Mr. Sprincer. 407 (a) ? 

Mr. Crawrorp. 407 (a) and 407 (d) (1) all must be taken together. 

Mr. Sprincer (reading) : 

any poisonous or deleterious pesticide added to a food shall be deemed unsafe 
for the purposes of the application of clause (2) of section 402 (a) unless (1) 
the quantity thereof does not exceed the limits of a tolerance prescribed by the 
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Administrator under paragraph (b) of this section; or (2) the pesticide has 
been exempted from the requirement of a tolerance by the Administrator under 
paragraph (c) of this section. 

(c) The Administrator shall promulgate regulations exempting any pesticide 
from the necessity of a tolerance under paragraph (b) of this section when such 
a tolerance is not necessary to protect the public health. Such regulations shall 
be promulgated in the manner prescribed in paragraphs (d) or (e) of this section. 

Now to refer back to this— 

While a tolerance is in effect a food shall be deemed to be adulterated if the quan- 
tity of the pesticide which it bears or contains exceeds such tolerance. While a 
tolerance, or an exemption from a tolerance is in effect clause (1) of section 402 
(a) shall not apply. 

Now let’s look at (d) (1), you referred to that ¢ 

Mr. Crawrorp. Yes, I did. 

Mr. Sprincer. These three have to be put together: 

(d) (1) Any person submitting an application for the registration of a pesti- 
cide under the Federal Insecticide, Fungicide, and Rodenticide Act of 1947 (7 
U. S. C. 185) may file with the Administrator a petition proposing the issuance 
of a regulation establishing a tolerance for the pesticide or exempting the pesticide 
from a tolerance. The petition shall contain data showing (i) the name, chemical 
identify, and composition of the pesticide, (ii) the amount, frequency, and time 
of application of the pesticide, (iii) toxicity information, (iv) tests showing the 
amount of residue remaining, (v) proposed tolerances for the pesticide, if toler- 
ances are proposed, and (vi) reasonable grounds in support of the petition. 

Now, out of all those paragraphs the one that I come to that I think 
surely must apply is the part of section 407, beginning on line 20: 

While a tolerance is in effect, a food shall be deemed to be adulterated if the 
quantity of the pesticide which it bears or contains exceeds such tolerance. While 
a tolerance, or an exemption from a tolerance, is in effect, clause (1) of section 
402 (a) shall not apply. 

Mr. Crawrorp. That is true. 

Mr. Sprincer. Are you talk abo ordinary terms an er- 
Mr. Sprrncer. Are you talking about in ordinary terms an adulter 
ated food or are you talking about what would be a residue or an 

additive ? 

Mr. Crawrorp. I am talking about the toleration of some of these 
unnecessary poisonous preservatives in food. 

Under the present law unnecessary poisonous preservatives are ex- 
cluded. Now there is no test for necessity set up here. 

The thing may be useful as a preservative all right, but under the 
present law it must be necessary before a poisonous preservative would 
be tolerated in the food. 

Mr. Sprincer. The point I am trying to get at under these four 

. S eS 
sections is where do you get a preservative ? 
Mr. Crawrorp. Under the definition beginning on the first page of 


the bill, Mr. Chairman. 


” 


(q) The term “pesticide” means any substance or mixture of substances used 
in the production, storage, or transportation of food which is intended for pre- 
venting, destroying, repelling, or mitigating any insects, rodents, fungi— 
the term “fungi” is not defined in this bill, but in the Federal Insecti- 

; be pe os 7 aa : 
cide, Fungicide, and Rodenticide Act the term “fungi” is defined as 
meaning— 
The term “fungi” means all non-chlorophyll-bearing thallophytes (that is, all non- 
chlorophyll-bearing plants of a lower order than mosses and liverworts), as, for 


example, rusts, smuts, mildews, molds, yeasts, and bacteria, except those on or in 
living man or other animals. 
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Molds, yeasts, and bacteria are the spoilage organisms against which 
these preservatives work. 

Mr. Sprincer. Let’s refer to the first page of the bill, lines 9 and 10 

You are referring to production, storage, or transportation of food, 
including that which is canned and processed ? 

Mr. Crawrorp. Right. 

Mr. Sprincer. You are not referring there to the question of fresh 
foods such as apples, veketables such as would be transported in bas- 
kets, barrels, or boxes ¢ 

Mr. Crawrorp. We are not referring to these articles which are 
used to bring the fruit up to maturity at all, and we are not referring 
necessarily to all preservatives, because there remains a very limited 
field of usefulness for these preservatives in foods after they have 
been produced, but under the present law necessity for their use must 
be established before they can be admitted and unnecessary preserva- 
tives, poisonous preservatives are excluded by the terms of section 406 
and 402 (a) (2) of the present law. 

Mr. Sprincer. Let me ask you this: Under the 1947 act, Federal 
Insecticide, Fungicide, and Rodenticide Act, is the word “peticides” 
defined ¢ 

Mr. Crawrorp. I do not believe the term “pesticide” is defined in 
this act, but I would defer on that to the Department of Agriculture 
who are familiar with the act. 

Mr. Sprincer. Then the part that you are objecting to is that this 
would include, that the definition “pesticide” would include 
adulterant ? 

Mr. Crawrorp. It would include any poisonous preservatives, many 
of which are quite unnecessary in modern food production. 

Mr. Priest. Will the chairman yield? 

Mr. Sprincer. Go ahead. 

Mr. Priest. If, in the definition contained in this bill of “pesti- 
cide,” if “fungi” should be removed from that definition would not 
that pretty largely deal with the question of preservatives ¢ 

Mr. Crawrorp. That might block out something that would be 
much needed in agricultural production. 

Mr. Priest. I realize that. 

Mr. Crawrorp. I do not think the solution is that simple. 

Mr. Priest. But the point I was trying to make was that it is on 
that one element largely that the question of preservatives comes into 
the scope of the legislation, is it not? 

Mr. Crawrorp. That is right. 

Mr. Priest. Then, in other words, if we applied it only to miti- 
gating or destroying insects or weeds that would hardly bring the 
question of preservatives into the scope of it. 

It is only when we use fungi which I agree with you creates other 
problems; if we left that word out, doesn’t it all pretty largely hinge 
on that one word insofar as a preservative is concerned ? 

Mr. Crawrorp. Yes; it hinges entirely on that word but the word 
is broader than the narrow area I am talking about and there are 
probably a number of agricultural fungicides that ought to be subject 
to this bill and for which tolerances ought to be presc ribed, 

Mr. Priest. I agree with you. I just wanted to be sure that I had 
the idea of what the word actually brought in the question of 
preservatives. 
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Mr. Springer. Now, Mr. Crawford, let me come back. 

Suppose that you set up the tolerance. Is it going to make any 
difference what your adulterant is if you have a tolerance that is safe 
for the public? : 

Mr. Crawrorp. The philosophy of section 406 is simply this: 

As I understand it, it was the purpose of Congress to give as liberal 
tolerances for needed poisons like those used in bringing our crops 
to maturity as could be given without jeopardizing the public health. 

Now in order to reserve for needed use of poisons as full leeway 
as might be necessary the Congress declared the public policy of ex- 
cluding unneeded poisons from these foods so that the overall load 
of poisons in our food supply would not rise to a point where the 
public health would be jeopardized. 

So even though you might prescribe a tolerance for these unneeded 
poisons, you would be prescribing a multitude of tolerances here the 
sum total of which if taken together might reach the danger zone in 
terms of public health. 

So we believe that the policy of the Congress in excluding poisons 
that are not needed was eminently sound and we think the soundness 
of that is being more effectively demonstrated today than it was at 
the time this enactment was passed because of the increasing com- 
plexities in the production of our foods and the increasing number 
of new substances of one kind or another which are finding their 
way into our food supplies through developments in food technology. 

Mr. Priest. Will the chairman yield for one more question ? 

Mr. Sprincer. I yield. 

Mr. Priest. To be sure that I have in mind what I think you have 
in mind, Commissioner, assuming that a pesticide is used, let us say, 
as a spray and that a tolerance for it has been prescribed, it is safe 
for human consumption, the residue will not be unsafe in other words, 
but if, in the processing of that fruit a preservative is added, it would 
probably increase the hazard beyond the tolerance of the pesticide 
originally approved for use in the spray. Is that it? 

Mr. Crawrorp. You are dead right. 

Mr. Priest. That is part of the nature of the hazard because the 
preservative is in addition to a pesticide that has been approved for 
a spray. 

Mr. Crawrorp. You might find yourself with a meal that con- 
tained 20 different added poisons none of which, by itself, would hurt 
you, but all of which put together might be getting into the critical 
zone. 

Mr. Priest. That was my feeling of what we were driving at. 

Mr. Sprincer. Let me ask you this, Mr. Crawford. I still do not 
get this picture. Ifa man sprays, I think you would have a pesticide 
in sprays and you have got the spray on there, if he goes into a factory 
and puts that food up, does he retain that on there? 

Mr. Crawrorp. That all depends upon a number of factors. Does 
he feel it? There is a question. How effective is his washing process? 
And is this insecticide one that is confined exclusively to the exterior 
of the fruit or is it one which penetrates within the tissues of the 
fruit? 

All those facts have to be known before you can estimate in any 
given case what may happen. It is a very complex and complicated 
situation. 
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Mr. Sprincer. But actually you prescribe for that any way at the 
present time, don’t you? Don’t you set up a tolerance at the present 
time down in your bureau? 

Mr. Crawrorp. That is right. 

Mr. Sprincer. For spraying! 

Mr. Crawrorp. Yes, sir. 

Mr. Sprincer. All they are asking you to do here, isn’t it, is to set 
up a tolerance which everybody can recognize as being standard? 

Mr. Crawrorp. I think the authors of this bill meant to set up tol- 
erances for those things which are required in the production of food 
and I doubt that they intended to include such things as unrequired 
poisonous preservatives particularly where ordinary methods of pres- 
ervation like heat processing or refrigeration and the like are sufficient 
and are all that are used today. 

Mr. Sprincer. Unless I misunderstood you I think you have inter- 
preted right. As I heard the testimony here today that is not what 
they have in mind. They do not have in mind using preservatives 
as I got it. 

Your interpretation here when you put them all together was this 
one sentence is the only thing I can find in there, “Production storage 
or transportation of food which is intended for preventing, destroy- 
ing, repelling or ——— any insects.” 

Mr. Crawrorp. I do not think the men you heard from today have 
in mind at all the addition of preservatives to food but what I am 
trying to say is that over the years since section 406 has been in effect 
we have excluded from food the various poisonous preservatives that 
I mentioned in my prepared statement and others and if it had not 
been for that law there would have been a lot on top of that that would 
have been in our food supply. 

Those things are toxic. 

Mr. Srrincer. You are excluding that, [ understand you are exclud- 
ing adulterants at the present time, aren’t you ? 

Mr. Crawrorp. We are excluding poisonous preservatives from 
food whether you call that an adulterant or not. 

Mr. Sprincer. You and I are talking the same language. 

Mr. Crawrorp. I think so. 

Mr. Sprincer. The point I am getting at is I do not believe this is 
intended and I am trying to read this somewhat as a lawyer, to inter- 
pret this as a judge would, and I do not believe he would come to the 
conclusion that this language would mean that you are going to use, 
that you here are talking about an adulterant or a preservative for 
food itself in the same terms that you have been mentioning to me. 
I think a pesticide has to have some meaning and I think the pesticide 
they are talking about here is destroying, repelling or mitigating any 
insects, rodents, fungi or weeds. 

Now that does not sound to me like a manufactured food product. 

Mr. Crawrorp. But the language literally would include what we 
have been talking about here. 

Mr. Sprrncer. It certainly would include fungi but I am not sure 
that it would include all fungi. 

Mr. Crawrorp. There is no limitation to the word “fungi” that I read 
into it. 
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Mr. Sprincer. Then I would say this: I think the kind of fungi here 
referred to is the fungi that is on the outside of the fruit or the apple 
or the fruit in the raw. 

I do not believe that the fungi that they are talking about here is a 
fungi which occurs in food and they get a preservative in in order to 
prevent the fungi from acting or reacting. If you want to cut out the 
word “fungi” as you have it there in that act, you are right. 

Mr. Crawrorp. I do not want to cut it out because I think it should 
be left in there to take care of agricultural products. 

Mr. Sprincer. I mean as it was in the original act and I can under- 
stand that. Let me ask you this: How can this be t ightened up? 

Mr. CrawForp. I have no language to suggest right now but I did 
think we should point out to the committee the consequences of that 
language as we saw it. 

Mr. Sprincer. I think that is a good suggestion. I do not know 
whether this has occurred to the people that drew that. 

Mr. Crawrorp, I doubt that it has. 

Mr. Sprincer. It would not have occurred to me though whoever 
drew the act certainly must have gone back to the 1947 act. 

To go on to another question: I previously raised the question here 
of time in which you have to set up a tolerance and you have raised 
the question in some instances it may be too long and in other instances 
it may not be long enough. 

Isn’t that the sense of what you are talking about in the amount of 
time to set up the tolerance ? 

Mr. Crawrorp. I have raised that question only in citing the pro- 
cedure under the new-drug section. 

Mr. Sprincer. What time do you consider adequate to give you time 
if this provision is set up in the bill to make this test 

Mr. Crawrorp. I do not know because the Administrative Procedure 
Act comes into such extensive play there that I would rather Mr. Good- 
rich treat of that because it has to be considered in the light of the re- 
quirements of the Administrative Procedure Act and Mr. Goodrich I 
think is prepared to speak to that point in his statement. 

Mr. Sprincer. We will let that one rest. 

You notice here and I quote you: 

We would suggest that the membership be selected by the National Research 
Council alone and that both the Secretary and the person desiring the tolerance 
be entitled to consult with them. 

Who makes up the National Research Council ? 

Mr. Crawrorp. That is a quasi-official body, it is recognized by act 
of Congress and I think established by act of Congress. I cannot give 
you the details of its organization and its method of selecting officers. 

I know it is the scientific body of this country which is universally 
respected and which is universally regarded as the last work in scien- 
tific talent in this country. 

Mr. Sprincer. Let me ask you this: 

Does the National Research Council function as a part of your 
department ? 

Mr. Crawrorp. No; it is an advisory body to units of the United 
States Government. 

Mr. Sprincer. Is the National Research Council in a position to do 
this research work in the time which is set up under this bill? 
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Mr. Crawrorp. That is a grave question as to whether it could in 
every instance or not. It all depends upon the sufficiency, I should say, 
of the preliminary work that has been done, work done preliminary 
to the submission of application. If that work has been thoroughly 
and competently done, probably it would not take the National “Re- 
search Council long to pass upon its validity but if there is question 
about that work, if the results are in an indeterminate or indefinite 
zone it might take them very much longer. 

Mr. Priest. Was it your suggestion that the Council as such do the 
research or that the selection of this advisory committee be left en- 
tirely to the National Research Council ? 

That was my understanding, that you wanted the Council to recom- 
mend the members of this advisory committee or council. 

Mr. Crawrorp. That’s right. We had not in mind that the National 
Research Council would do the research work itself. That is the obli- 
gation of the person who is sponsoring this new product here, but 
they would pass upon the validity of the work that is done to show 
its safety when used in accordance with the directions prescribed 
for it. 

Mr. Sprincer (reading) : 

Throughout the 15 years the new-drug Section has been in effect only 1 peti- 
tion for judicial review has been filed although more than 9,000 new drug appli- 
cations have been submitted and more than 6,400 have been made effective. 

You would not contend the problem of the people in agriculture is 
the same as that of the people in the drug industry, would you ? 

Mr. Crawrorp. No, but the narrow question here of safety of pes- 
ticidal residues on the one hand and the safety of drugs on the other 
hand is pretty much peas in the same pod, same sort of talent, same 
sort of disciplines that are required to evaluate the safety of both the 
drugs on the one hand and the pesticide on the other. 

Mr. Springer. Let me ask you this. Have you anything at your 
bureau that you have been 3 years at in the drug business? 

Mr. Crawrorp. In the drug business? 

Mr. Sprrncer. In the business—3 years of testing ? 

Mr. Crawrorp. No. 

Mr. Sprincer. You have not come to any conclusion yet ? 

Mr. Crawrorp. No. 

I read to you the statement indicating that a decision must be 
reached in 60 days unless the Secretary postpones it to not more than 
180 days for the purpose of studying the : application. 

We have, at the close of 180 days, I believe on 1 or 2 occasions told 
the manufacturer that we did not think that he had done enough work 
yet to enable us to come to a conclusion as to whether it was safe or not. 

Mr. Sprincer. You are talking about drugs? 

Mr. Crawrorp. Drugs. He has withdrawn the application and 
proceeded to do additional work after which he might or might not 
resubmit the application depending upon his results. 

Mr. Sprincer. There have been statements made here—and I want 
to see if you concur—that there has been some 3 years of hearings, as 
I understand it, with reference to getting a tolerance, a standard tol- 
erance, and they have spent some $500,000 in experiment, either you 
or they, and still there is no st andard of tolerance. 
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Mr. Crawrorp. Those statements were made with respect to toler- 
ances for pesticides in food under proceedings authorized by sections 
406 and 701 (e) of our present law, which went into effect in 1938. 

Mr. Sprincer. Can you give me any reason why there have been 
no tolerances ¢ 

Mr. Crawrorp May I give some history of that? 

Mr. Sprincer. Go ahead. 

Mr. Crawrorp. This question of the use of insecticides and the toxic 
residues left in foods from their use has been one that has been troub- 
ling Government and industry and everybody concerned since the use 
of lead arsenate became so extensive in the ear ly 1920’s particularly. 

Some references were made in testimony today to that; at that time 
the population of the coddling moth began to increase tremendously 
in the applegrowing areas and lead arsenate was the only insectic ide 
that was very effective in controlling it. Not too much was known in 
those days about the toxicity of lead arsenate just how toxic it was. 

I think our first regulatory action with respect to what we regarded 
then as excessive lead arsenate was about 1924 or 1925, somewhere 
about that time. 

The law under which we were operating at that time did not au- 
thorize the prescriptions of tolerance but it did ban poisons in food 
which might be harmful to health. 

The Government had to be able to prove then in court that the quan- 
tity of pesticidal residue present on the fruit was such that the con- 
sumption of that fruit alone as would be ordinarily consumed might 
be injurious to the health of the consumer. 

We began an action on some terrifically heavy loads of lead arsen- 
ate on fruits at that time and the first 2 or 3 contested cases we had 
were won upon the basis of the outstanding expert testimony that was 

yailable at that time. 

at he Secretary of Agriculture who was then the administrative of- 
ficer for the enforcement of the law announced informal tolerances 
or tentative tolerances based upon the advice that he received from 
assembling these experts who were active in investigating the toxicity 
of lead arsenate. 

There was a great deal of controversy involved about the validity 
of that and well might there have been because the science of pharma- 
cology has advanced by leaps and bounds since the twenties and meth- 
ods for measuring toxicity have been refined and extended to an amaz- 
ing degree so that we can know today with a great deal more accuracy 
than we could know at that time just what load of a poisonous sub- 
stance might be harmful. 

It was for the purpose of setting up tolerances that were enforce- 
able that these provisions were written into the act of 1938. 

We were unable to begin work—as a matter of fact, that law did 
not become fully effective until 1940—we were unable to begin work 
on tolerances for pesticides up to the time that the war began and 
when the war began a great deal of work in that field had to be aban- 
doned, we were shortened on our personnel and were tremendously 
busy in doing work for the Armed Forces also. 

There was a hearing held on a pesticidal residue for fluorides about 
1943 or 1944, somewhere in there. 
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There was some demand on the part of the industry to have that 
particular point settled for the fluorine sprays. That particular tol- 
erance was declared invalid by the circuit court of appeals because 
of the wording of the order. 

It referred to fluorine, it made a tolerance for fluorine whereas the 
particular pesticide used was a salt of fluorine and the court would 
not interpret the term “fluorine” as having the meaning that the 
administrative group thought it meant at the time the regulation was 
issued. 

In the meantime some of these newer insecticides were being devel- 
oped, DDT notably, and shortly after the war a great number of those 
things came along. ‘Tremendous improvements were made in the ef- 
fectiveness of the farmer’s armamentarium in fighting insect and 
fungal pests. It was not until 1950 that the group interested in the 
use of pesticides, those interested in the manufacture of pesticides 
and the toxicological and pharmacological groups had acquired enough 
information about a great many of these things to justify undertaking 
to set tolerances. 

So hearings were begun on January 17, 1950, and closed on Sep- 
tember 15, 1950, on approximate ay 100 different basic chemical pesti- 
cides, and their application to 32 fruits and 45 vegetables all told. 

That hearing consisted, with its exhibits as Mr. Frazer told you a 
while ago, of some 25,000 pages. 

There is a colossal amount of work involved in digesting that infor- 
mation, of getting findings of fact out of it relating to each of these 

100 different products, 100 or so, and the multiplicity, some 77 fruits 
a vegetables involved, and sometimes each of those things had to 
be considered separately and not in groups. 

The task itself was colossal. It was farmed out among a number 
of people, some of whom left the service shortly after the work was 
begun, after it was given to them and shortage in manpower delayed 
getting that work all rounded up and then it was submitted to the 
Public Health Service for review after the Food and Drug Adminis- 
tration had made a tentative draft here and after clearance by the 
Public Health Service it was submitted to the Department of Agri- 
culture for review and that review was just completed, I believe, in 
early—we got a letter from the Department of Agriculture dated 
January 29, 1953. 

Now all of that work has been referred to the new Secretary of 
Health, Education and Welfare, with a recommendation that this be 
issued as a tentative order with an opportunity given to any interested 
person to offer exceptions to the order. I do not know how long it 
will take the Secretary’s Office to complete its review of this but pre- 
sumably within the next few months a tentative order will be issued, 
the exceptions to it will be received and reviewed and a final order 
will be issued and I would hope that we might have a final order out 
before the beginning of the next growing season, that of 1954. Itisa 
colossal undertaking. 

Mr. Sprincer. Mr. Crawford, I am inclined to agree with you. 
The thing I think that brings this matter forward is here these 
people are perfectly willing to abide by anything you lay down, but 
they cannot get any order from anybody assuring them that here is 
something they ‘an spray with and all the time ‘they are subject to 
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prosecution because I presume from what they say before this com- 
mittee that the tolerance which they experience does not meet with 
somebody down in your Department. 

That is rather a dangerous situation for a businessman to operate 
under in my opinion. 

Mr. Crawrorp. We have given out so-called informal tolerances 
on a great many of these things, we have freely given that out and 
if their schedules bring those spray residues within those informal 
tolerances there is no basis under the law for us to proceed because 
if we proceed on the other provision of section 402—that is 402 (a) 
(1), we have to assume the burden of proving that the quantity of 
the spray residue present in this particular commodity here in and 
of itself may injure the health of consumers and we would not give 
a tentative tolerance at a figure where there was any likelihood of our 
being able to make a case of that kind. 

Mr. Sprincer. The only thing we know is a lot of these people 
are claiming that the people are being prosecuted, their crops are 
being seized and that problem has been raised. 

Mr. Crawrorp. Every seizure we have made has been on something 
where the quantity of the spray residue went far ahead of any in- 
formal tolerance ever announced and every seizure, of course, that 
we make is subject to review in the Federal court and is immediate 
in court and subject to trial in the usual way. 

They do need tolerances, we all need tolerances, and there ought 
to be a swifter and easier way to deal with these things one by one 
as they come along. 

With the procedure that we have going we are going to have this 
great bulk of some 100 covered by tolerances fairly soon now, but 
new pesticides are coming along all the time and when a person gets a 
new pesticide he does not want to wait for the rather lengthy proce- 
dure that is involved in the type of thing that we have to go by now. 

Mr. Sprincer. I think with all due respect to you that is what they 
are trying to do in this bill. Let me give an example of where this 
thing was done; Mr. Priest I am sure is familiar with it. 

Take the Federal Communications Commission. The situation got 
to be intolerable. Here were people that wanted to set up radio sta- 
tions; they filed a petition and did not hear from it for from 6 to 18 
months. Somebody filed an intervening petition and it would go on 
for weeks and months. 

Finally there was nothing for Congress to do but enter an order. 

My recollection is now when there is an issue, 15 days is the 
maximum. 

It is either 15 or 30 days. If the FCC does not act on it within that 
length of time then the order shall become final. In other words, it is 
mandatory that the FCC act upon an issue when it is joined within 
15 days. 

The result of it is that the FCC is up to date on everything. 

I do not know whether it takes a staff to do this job but it appears 
to me just from what I am hearing in the testimony that here is a job 
that ought to be set up with somebody in your Bureau to be handled 
in an expeditious manner. 

What these people are trying to do is get a sort of hearing and de- 
cision within a reasonable length of time. From looking at this, this 
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does not sound like a very hurried proceeding to me which is going 
to last, I take it, 4 or 5 months. 

That is about the quickest time it could be issued, is it not ¢ 

Mr. Crawrorp. It has been our view if I may venture the suggestion 
that the general procedure for the new- drug section was about the 
swiftest and the fairest type of procedure. 

Mr. Sprincer. What is your time in the drug section ¢ 

Mr. Crawrorp. Sixty days initially and the authorization to ex- 
tend to 180 days if that is necessary but it does have this safeguard. 

If the evidence is insufficient to determine the safety and the man 
does not withdraw his application the Administrator can take action 
to prevent the application from becoming effective. 

In other words, the public is safeguarded there if the man has done 
a job that is short of what is needed to show whether or not his product 
is safe at the levels at which it is to be used. 

Mr. Sprincer. Do you have any questions / 

Mr. Scuenck. No questions. 

Mr. Sprincer. Thank you. 

Mr. William Goodrich, Assistant General Counsel, Office of the 
General Counsel, Department of Health, Education, and Welfare. 


STATEMENT OF MR. WILLIAM GOODRICH, ASSISTANT GENERAL 
COUNSEL, OFFICE OF THE GENERAL COUNSEL, DEPARTMENT 
OF HEALTH, EDUCATION, AND WELFARE 


Mr. Goopricu. Mr. Chairman, my name is William W. Goodrich. 
I am Assistant General Counsel of the Department of Health, Educa- 
tion, and Welfare, where I am in charge of legal work for the Food 
and Drug Administration. 

I have been asked to present the Department’s views on the admin- 
istrative procedures and the judicial review provisions of H. R. 4277 

This bill should be studied with an awareness that its administra- 
tive procedures are a part of a quasi-legislative or rulemaking process. 
They are concerned with the establishment of regulations of general 
ap plicability ; not with adjudicatory orders affecting only a single 
pet itioner. 

Any tolerance or exemption from tolerance issued must necessarily 
relate to food for consumption. Applicants for registration under 
the Federal Insecticide, Fungicide, and Rodenticide Act—and those 
are the persons who normally would initiate the administrative pro- 
ceedings under this bill—do not ordinarily sell foods. To accomplish 
what this bill is aimed at, the tolerance or exemption would have to 
be a general regulation applicable to any food that became contami- 
nated by the poisonous or deleterious pesticide during production, 
storage, or transportation. 

Second, H. R. 4277 cannot be fully understood without relating its 
provisions to the Administrative Procedure Act. 

That act provides in section 4 (b) that “where rules are required 
by statute to be made on the record after opportunity for an agency 
hearing” the formal hearing and decisional procedures of the act must 
be followed. 

This bill H. R. 4277 does not expressly call for an opportunity for 
an agency hearing. But it most emphatically does require that any 
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order establishing a tolerance or an exemption, or any order acting 
on objections to a tolerance or exemption that has been established 
shall be based “on substantial evidence of record, including any report 
or recommendation of an advisory committee and shall set forth as 
part of the order detailed findings of fact wpon which the order is 
based.” 

“Substantial evidence of record” and “detailed findings of fact” 
have a familiar ring to the ear trained to legal usage. They do not 
contemplate a situation in which ex parte statements, sworn or un- 
sworn, from a petitioner, an objector, or even from a distinguished 
committee of scientists, can be made the exclusive basis for finding 
scientific facts. To us, they mean that evidence is to be taken in such 
a way that at least some opportunity for cross-examination will be 
afforded. 

If this is a correct interpretation of the bill, it would bring into 
play the plenary hearing procedures of the Administrative Procedure 
Act. This would mean a hearing before an authorized hearing exam- 
iner, opportunity for cross-examination and the presentation of evi- 
dence in rebuttal, a tentative decision with an opportunity to file ex- 
ceptions, and rulings on exceptions and a final decision. 

If it is not a correct interpretation, the bill should be amended 

clearly to show that the administrative process is to be nothing more 
th an an examination of papers submitted and a decision reached on 
ex parte showing. 

With the fact in mind that this is rulemaking on a record, the 
procedure provided may be stated in broad outline as follows: 


(1) ESTABLISHING 'TOLERANCE OR EXEMPTIONS 


Any appliant for registration under the Federal Insecticide, Fun- 
gicide, and Rodenticide Act may initiate the procedure leading to a 
tolerance or an exemption. He first obtains a certification of useful- 
ness from the Secretary of Agriculture to the Secretary of Health, 
Education, and Welfare. His petition for the tolerance then provides 
written data to the Secretary of Health, Education, and Welfare on 
which she presumably must act. This data must be kept confidential. 

The bill does not clearly say what shall be done if the data is in- 
complete or sketchy, but it seems to mean that the Secretary must act 
on the data submitted together with such other information as she 
can gather in the short time allotted, and must issue some tolerance. 
If this is the true meaning of the bill, the Secretary would have to 
“ouess out” a tolerance in many cases. No provision is made for 
refusing a tolerance where no tolerance would be safe or where pesti- 
cidal residues could be avoided by proper washing or other good 
commercial practices. 

Only 90 days are allowed for reaching a decision, unless the Secre- 
tary on her own initiative or on petitioner ’s motion refers the petition 
to an advisory committee of experts. This committee is required to 
report within 60 days with rec ommendations. We are not clear as to 
the mechanics by which this report is to be made a part of the record, 
whether it is a private communication between the committee and the 
Secretary, whether it must be presented publicly by a person who 
knows the factual bases on which the committee acted, or whether the 
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report is to be put in evidence at a hearing with some opportunity of 
cross-examination and rebuttal. 

If the report is a private communication, it would not be “substan- 
tial evidence” in the ordinary sense of the words, though this bill 
apparently contemplates that, if adequately supported by the under- 
lying data, it could be considered as substantial evidence. 

The Secretary, then, would be required to issue a tolerance regula- 
tion or exemption within 30 days, after the committee reported. 

There is a provision allowing the Secretary to initiate ae 
regulations. She is directed to do this by issuing a proposal “i 
general terms.’ 

Thereafter any person interested could file a petition for a toler- 
ance, and then the matter would proceed on the petition. If no peti- 
tion is filed, the “general terms” proposal is directed to be repub- 
lished asa regulation. Obviously, such a proposal would not be proper 
as a regulation. 


(2) OBJECTIONS TO TOLERANCES 


When a tolerance regulation or exemption is issued, any interested 
person may file specific objections within 90 days. 

Here again, the petitioner has a favored position in two respects: 

First, the data he has submitted is required to be held confidential 
from the objecting party. 

Second, the petitioner is given a special right to reply to the objec- 
tions. This is asignificant feature of the bill in giving primary stand- 
ing to those representing the pesticide industry and ‘apparently only 
secondary standing to others, such as representatives of the food indus- 
tries using the pestic ide in question. 

There is no provision for referring the objections to the advisory 
committee. 

The procedures outlined appear simple enough. One witness has 
stated that no hearing will be held but when each action—the issuance 
of a tolerance regulation or rulings on objections—may be the occasion 
for a formal hearing in full compliance with sections 7 and 8 of the 
Administrative Procedure Act, they take on an entirely different 
character from that of first appearances. The time limits fixed in the 
bill would be impossible to meet if compliance with the Administrative 
Procedure Act is intended and if the public interest is to be adequately 
protected. We even question whether the time limits could be met if 
no hearing were necessary. 

Before passing from this point, it should be made clear that any 
applicant for registration under the Federal Insecticide, Fungicide, 
and Rodenticide Act could petition for a tolerance. There are more 
than 30,000 formulas now registered, and it would be possible for 
example to have as many petitions for tolerance regulations filed as 
there are fabricators of DDT sprays. A single hearing on a DDT tol- 
erance with all interested parties participating should be sufficient. 


JUDICIAL REVIEW 


This bill provides for judicial review in a trial de novo in the United 
States District Court for the District of Columbia. The court’s deci- 
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sion, in turn, would be reviewable on appeal to the United States Court 
of Appeals for the District of Columbia, and, on certiorari, in the 
Supreme Court. 

Any petitioner or any person filing objections to tolerance regula- 
tions could obtain judicial review. 

Review could be had of any order fixing a tolerance or any order~ 
ruling on objections. 

The bill even authorizes judicial review of any order issued under 
paragraph (f). That paragraph requires that petitioner’s data be 
kept confidential and “shall not be revealed to any person other than 
thos se authorized by the Secretary and by an advisory committee in 
the carrying-out of their official duties.” 

Judicial supervision over such minutia of administrative action 
seems altogether unnecessary and we know of no precedent for it 

What are the mechanics for obtaining review and what is the review 
ing court’s responsibility ? 

Review is obtained by filing a petition asking that the agency order 
be modified, amended, or set aside. 

The Secretary is directed to certify the entire administrative record 
to the court— 
including a copy of the * * * findings, conclusions, and order, both proposed 
and final, including any objections, and replies filed thereto, any report or recom 
mendations which may have been made by the Pesticides Advisory Committee 
together with copies of the original petition and supporting data upon which the 
case was heard and submitted to the Secretary. 

This provision clearly lends support to the idea that a formal hear- 
ing’ is to be held at the administrative level at each stage of the two- 
stage proceeding. 

The record certified to the court is declared to be “the pleadings and 
the evidence upon which the trial shall proceed.” 


The court May take additional testimony. It Inay rewrite the 
findings and order the Secretary to rewrite the regulations in coi 
formance with the findings. ‘The review is completely de novo. No 


presumptive force or effect is given to the Secretary’s order. 
It is clear to us that this bill would authorize any one of 16 United 
States district judges to review vy and rewe gn scientific data that had 


been studied b \ the Depa tment an d perha { s by a committee of expr rts, 
to hear additions 1] evidence, to make his aa findings on the scientific 
facts an | to order the Secret: iry to prepare a regulation which in the 
judge’s opini Olt would ‘ “protect the public he vith’ havi Oo in mind 
“the necessity for the production of an adequate and wholesome food 
upp rly. 

This provision oe judicial review makes the administrative regula 
tion promulgated after very costly and time-consuming proceeding 


vircus lly meaningles 

If the scientific judgment reached and the quasi-legislative action 
taken, is to have no presumptive force or effect whatever, it seems 
proper to pe whether it would not be proper to cast the entire job to 
the judici lary. 

Under this scheme of review the administrative agency would be 
turned into nothing more than a medium for transmission of evidence 
tothe court. As the Attorney General’s Committee on Administrative 
Procedure stated in its final report (pp. 91-92), such a procedure 
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would “destroy the value of adjudication of facts by experts or special- 
ists in the fields involved.’ 

It is plain that this departure from the general pattern of judicial 
review of administrative orders, especially those which are rulem: uking 
in character, would cast an impossible burden on the district court. 

[ have referred to testimony of Judge Stephens in H. R. 3298 in the 
82d Congress and since he testified this mor ning I will skip over that 
part. 

Apart from whether it is sound from the standpoint of proper 
judicial administration to transform the traditional judicial review on 
questions of law alone into a quasi-legislative revisory function with 
respect to administrative regulations, the provisions of H. R. 4277 
relating to judicial review raise serious constitutional questions. 

Certainly, insofar as the bill provides for ultimate review on certio- 
rari by the Supreme Court, it is well settled that that Court is author- 
ized to decide only “cases” and “controversies” and may not constitu- 
tionally accept functions which, instead of being judicial, are advisory, 
administr: ative, or quasi-legislative in character. It cannot act as a 

“superior and revising” agency in the a stration of a public law. 

( ompare Federal Radio Commission v. General Electric C ompany 
(281 U. S. 464 (1930)) and Federal Radio Commission v. Nelson 
Brothers Bond and Mortgage Compan y (289 U.S. 266 (1933) ). 

Since it seems clear that the judicial review func tions sought to be 
cast on the judiciary by this bill are essentially administrative and 
quasi-legislative, the Supreme Court is precluded from entertaining 
jurisdiction. It could not undertake to reexamine the wisdom and 
expediency of the Secretary’s or the lower courts’ decisions to deter- 
mine whether, as a mater of quasi-legislative judgment, a proper 
tolerance regulation had been struck. 

On this point, we respectfully call attention to the fact the confer- 
ence committee report on S. 5, 75th Congress, 3d session, which was 
enacted as the Federal Food, Drug, and Cosmetic Act, House Report 
2716, stated that— 
the type of judicial review provided in the conference agreement is as broad as the 
Constitution permits in the case of r view by a constitutional court. 

It seems to me the reason the proponents of the bill placed jurisdic- 
tion of review in the District of Columbia is because of this question of 
constitutional courts even though it is not voided insofar as ultimate 
consideration by the Supreme Court is involved. 

Mr. Sprincer. You mean void the use of the courts? 

Mr. Goopricu. No. They plan to put it in the District of Columbia 
courts which are not constitutional courts in the ordinary sense, they 
are constitutional courts with superimposed administrative duties that 
can be put on by Congress under the District of Columbia clause of the 
Federal Constitution. 

The point was instead of sending it to a district court near your 
home putting the review in the District of Columbia— 

Mr. Sprrncer. All right. 

Mr. Goopricuw. Whether H. R. 4277 could validly confer the review 
functions contemplated on the Federal courts for the District of Co- 
lumbia is a more difficult question. 

Until the decision in O'Donoghue v. United States (289 U.S. 516 
(1933) ) it had been generally assumed that the courts of the District of 
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Columbia were not “constitutional courts” created under the judiciary 
article (art. III) but were “legislative courts” created under the Dis- 
trict of Columbia clause (art. ‘T, sec. 8, clause 17 ), and therefore that 
Congress might assign to them advisory, administrative, quasi-legis- 
lative, or other nonjudicial functions. 

In the O’Donoghue case, it was held that the Congress, in establish- 
ing such courts, intended to make them “constitutional courts.” Ree- 
onciling with that view past decisions which had sustained con- 
gressional enactments eauleating administrative powers and duties 
on the courts of the District, the Court said that although the Federal 
courts of the District are constitutional courts, Congress, in virtue of 
its plenary powers over the District of Columbia, could clothe such 
courts—unlike their counterpart constitutional courts outside the 
District—not only with the jurisdiction and powers of Federal courts 
in the several States but with such additional authority, including au 
thority not of a judicis al character, as a State may, insofar as the Fed- 
eral Constitution is concerned, confer on its courts. 

Whether the Federal courts in the District of Columbia are “legis- 
lative courts” as assumed prior to the O’Donoghue case or “constitu- 
tional courts” with superadded nonjudicial functions under the Dis 
trict of Columbia clause of the Constitution as held in the O’Donoghue 
case, it seems clear that nonjudicial functions that may be vested in 
these powers must be sustained, if at all, as an exercise of the power of 
the Congress over the affairs of the District of Columbia. 

The Federal Food, Drug, and Cosmetic Act, however, while, 
part, an exercise of power under the District of Columbia clause, rests 
in the main on the commerce power. It is difficult to see how the 
quasi-legislative powers in establishing tolerance regulations appli 
cable to foods shipped interstate, sought to be conferred on District 
of Columbia courts by the present bill, could be justified as an exercise 
of the legislative power over the District. 

To be sure Congress has in the past used District of Columbia courts 
nonjudicially in the administration of laws based on constitutional 
powers other than District of Columbia power. (See Federal Radio 
Commission v. General Electric Company, supra; Postum Cereal Com- 
pany v. California Fig Nut Company, 272 U. S. 693 (1927) ; Butter- 
worth v. Hoe, 112 U. S. 50, 60.) But this prec ise question does not 
seem to have been considered. 

It has been held in an old case on the other hand, that while the 
Congress may delegate to local agencies of the District of Columbia 
legislative power in District affairs, it could not delegate to such an 
agency under the District of Columbia clause power to regulate inter- 
state commerce between - district and the States (Stoutenburgh v. 
Hennick (1889) 129 U. 141). 

That case involved 7 old legislative assembly for the District of 
Columbia. 

If that be so, an attempt to delegate to an agency for the District 
of Columbia, that is, a local court, quasi- -legislative powers, in effect 
to make or revise regulations relating primarily to commerce among 
the several States, would be of very doubtful v alidity. 

Mr. Springer. Mr. Schenck, do you have any questions 

Mr. Scuenck. No. 

Mr. Sprincer. Do you think they could delegate this power to the 
district courts in the respective districts in which these litigants live? 
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Mr. Goopricu. Certainly if limited to the questions of law but where 
you put in the de novo review and have the district courts pass upon 
the wisdoms or expediency of the regulation then it cannot go to the 
district courts. 

Mr. Sprincer. It is not wisdom of the regulation, it is mere findings 
of fact. 

Mr. Goopricu. The court has authority under this bill to make find- 
ing and order the Secretary to rewrite the regulation. 

Mr. Sprincer. Based on findings of fact as a result of trial de novo, 
right ? ‘ 

Mr. Goopricu. Yes. 

Mr. Sprincer. Don’t you have authority to delegate to the court 
the findings of fact on review / 

Mr. Goopricu. Certainly you have, but you do not have the right 
to delegate to a constitutional court the authority to write a regulation 

iny more than you have the authority to delegate the authori ity to write 
a law and that is involved. 

Mr. Sprincer. You do not write a regulation, do you ? 

Mr. Goopricu. Yes, sir. 

Mr. Springer. You abide by the regulation as a test of it ? 

What you are doing here is finding of fact de novo as a result of an 
appeal / 

Mr. Goopriciu. But there is more than that because when you get 
through with your findings you have to draft a regulation, other- 
wise the findings of fact have no meaning or force. 

Mr. SPRINGER. Then is that different than drafting an order ? 

Mr. Gor IDRICH. Not any other rulemaking order. 

It is a lot different from drafting an adjudicatory order. 

Mr. Sprincer. Actually isn’t what you do—he does not redraw the 
order under this. The judge draws up and order saying that the find- 
ing of fact is such and such and it is up then not to the Secretary to 
draw up a regulation, but the Secretary is to comply with that order. 

Mr. Goopricu. As I understand the bill—and I could be dead wrong 
on this naturally 

Mr. Sprincer. Read that where you have to write a regulation. 

Mr. Goopricu. Page 9, first line. 

Upon such filing, the court shall have exclusive jurisdiction to affirm or set 
aside the order complained of or to make findings of fact on the evidence with an 
order to the Administrator to modify or amend his order in conformity thereto, 
provided that the court shall consider and weigh the evidence before it de novo 
and no presumptive force or effect shall be given to the validity of the order 
complained of. 

We interpret and as I understand the way Judge Stephens inte 
preted it that in effect says to the court to decide what will be the prope: 
tolerance for apples and pears sprayed by DDT. 

Mr. Sprincer. That is right, and it, in effect, does that very thing. 

I take it, if it came up ina trial de novo it would be the same question 
vou try before the Administrator himself. 

Nov - you have here is an appeal the same as you have in the 
state co t of Illinois where you appe al from the justice of the peace 
and try if ‘de novo in the circuit court. 

Is there any difference from that than the finding of the Publi 
Utilities Commission of the State of Illinois which is appealed to the 
circuit court? That is a trial de novo. not a trial on the facts. 
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Mr. Goopricn. The ratemaking cases are there because of a so-called 
constitutional issue of fact involving confiscation but the other point 
you make, the review from the lower inferior court to another court, 
you are dealing there with an adjudicatory ordef, adjudication of cases 
und controversies. 

Under this bill we are dealing with a regulation of future appli- 
cability, not adjudication of past fact. 

It is using your best judgment to decide what regulation, what toler- 
ance in the future will protect the public health and, at the same time, 
take into account the necessity for the production of a wholesome, 
economical, and adequate food supply. 

When you have that kind of question you have the same kind of 
question that Congress is dealing with; it is legislative in nature, and 
it is not a case or controversy under the cases I have cited in my pre- 
pared statement. 

Mr. Sprincer. Let me ask you if any regulatory body of the State 
of Illinois or District of Columbia—if I make an appeal, you do one 
of two things. You either try de novo or—you actually do try it de 
novo because you review the record and find out whether or not below 
that you have used reasonable judgment. 

It is a different applicability in that you apply the question of 
reasonable judgment but I think for most regulatory bodies you find 
out whether or not the conclusion they have come to is a correct finding 
based upon the facts. 

You adjudicate that, do you not ¢ 

Mr. Goopricu. No, sir. On the review that goes up to courts. Now 
the courts leave the wisdom of a regulation to the expert body that 
decided it. 

Mr. Sprincer. You are talking about a different thing. 

The wisdom of enacting a regulation is an entirely different thing 
from a finding of fact as to whether or not the regulation has been 
applied right. 

Mr. GoopricH. We are mixing up two points there. 

It is not the question of whether the regulation has been applied 
right. It is a question of what is the regulation to be for the future. 
The tolerance that this bill is talking : about is how much lead arsenate 
there shall be on apples and pears shipped after the date of that regu- 
lation? That is a forward looking legislative type of judgment, not 
a case or controversy type of judgment that goes to a constitutional 
court, when we go on seizure, go to the United States district court, 
allege that this product is adulterated because it bears or contains a 
pesticide that exceeds the tolerance. 

Mr. Sprincer. You are adjudicating a criminal problem which is 
entirely different from this but aren’t you doing the same thing ? 

What I am trying to figure out is, Are you saying constitutionally 
you cannot do this? 

Mr. Goopricn. Constitutionally you cannot give to a constitutional 
court—that is, courts of the districts, district courts in the several 
States, Supreme Court of the United States, and all circuit courts 
except the District of Columbia—a job which is quasi-legislative in 
nature. That is not a case or controversy within the meaning of the 
constitutional judiciary article and for that reason the courts have no 
authority to go into that kind of question. 

a 
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Mr. Sprincer. What about on a rate case? Do you set that up? 

Actually isn’t that a projection into the future and is not that a 
regulation you determine to determine the situation in the future? 

You do not have any‘issue. 

Mr. Goopricu. I have to go back to Crowell v. Benson and open up 
the question of what is an issue in the rate case. 

It is the value of the property involved and what is a fair return 
on the amount invested. 

Those questions the courts have held are questions of confiscation 
and going back to the Benavon-Burrough case probably Smith 
Ames. real old cases, the courts held that the rate cases are in a 
special category but the other rulemaking cases are not in that cate- 
gory as evidence the Quaker Oats case under the Food and Drug Act 
and more particularly the Pottsville case under the Federal Com- 
munications Commission Act where the court stated it had no au- 
thority other than to lay bare the error of the law. 

Mr. Springer. You are going to the issue. Some company is &* 
to submit the question : What shall be the tolerance ? 

This is not theoretical. 

You are actually going to submit, a company or someone with prop 
erty rights is going to submit the question and say what is your 
standards? 

Haven't you got as much denial of property? If you have no tol- 
erance, you are actually Say ing’ if they sel] it the same as in the battery 
case, not the question of who is right, someone had a property right 
and that is exactly what they were doing—was making a finding there 
in this battery case that you had a certain set of facts which would 
project into the future an d existed. 

I do not think any court would hold he had property rights. If 
you are just setting up here a separate question sort of an ethereal 
thing that 3.2 shall be a tolerance, that is different but that is not 
what you are running into because every person will say you are 
going to find out what this tolerance is in this particular thing. 

Mr. Goopricu. That is what you are going to do but in order to 
decide on that tolerance you have to project the tolerance into the 
future, you have to decide on the best evidence you can how much of 
this food the public will consume in the future based on your best 
estimate of the past but it 1s a kn nd of Ju dg ment that vou as a Con- 
gressman exercise every day. What shall be the rules for the future 
not based on a mathematical settlement of past facts hn ne. 

And that is the kind of question that puts this into the quasi- 
legislative field and outside the area of cases and controve rsies. 

Mr. SP RINGER, J would i like to see a brie f « mn t] t t becau ise I would 
like to get this distinction between the two. Iam sala to be surprised 
if you have got a property right when you actually got into this 
thing and I am just taking from what has been said here that is what 
you are going to have, that you do not have a property right which 
can be determined and adjudic ated in the court. 

I think what they are trying to get away from here is the very 
thing that I think has been happening down there as I understand it— 
I might be wrong, I will not state it as a fact—but I think actually 
what they have been finding down there is that you say, if they submit, 
you say no, that is not it, and they do not have any appeal from that. 
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Now let’s say that you did give to them under the act which vou 
have mentioned here which I think is your Administrative Act 

Mr. Goopricn. Administrative Procedure Act. 

Mr. Sprincer. What those people are faced with I think is what Mr 
Fraser talked about this afternoon, this particular pomt, that t! ey 
did not want to be in a position on appeal where you could say no, as 
far as the facts are concerned we can’t find that there has been abuse 
of it 

In other words, in all of those administrative things where you 
come up under that kind of appeal he said the truth is, about a seimtilla 
of evidence is all Vou need, 

You have to hor there has been abuse of this administrative pro 


cedure down below and I brought up the Wanderlick case which I read 


In vreat detail and we are now correcting in Congress on the reneg 
tioty) fo trgete whiel think } » | } HNroperty rol nin whiel 
tiation of contracts I ch [ think he bad L property rioht y l¢ 
they held that you could have only fraud. 

That was the only basis for upsetting an administrative decision 


that there h a been Roe m the part of the Administrator who re 
neg tiated that contract. 


[tf he use | 0 apr ic iT sness or he used lightn indedn ‘ss Or Was unta 
on it that did not enter into it; the court says we cannot review it. 
The pe yple want to get aw > from th: at approach. 


1 1 


They want to have it tried like before vou and they want it in a 
court of law. 


Mr. Goopricnu Che Wanderlick case wa decided « Spe ‘ial pro 
visions of Government contract renegotiation. The ordinary rule of 
judicial review 1S tated in the Univ rsal Ca era ease (3840 U. J. p. 


174). That case « rives an honest-to rood ess review, ] have been 
through that kind of review from the sustaining of Government regu- 
lations and I can guarantee you it is not sti oe up with a scintilla 
of evidence and it cannot be said that it is because that has not been 
our experience 

We have presented these cases showing what we have had, what evi- 
dence we acted on and tried to convince the courts and have been suc- 
cessful in convineing them in all but one case that we did act on a 
rational basis and that the decision would be sustained. 

Mr. Sprincer. You have to admit that is considerably different 
from a trial de novo. 

Mr. Goopricu. Of course it is but any time you take—the question 
there is: Should there be any finding of fact by an administrative 
agency that has any force and effect at all? 

W hat I am saying to you is, if you do not believe so then throw it 
all into the judiciary and let us go down there and try the cases. 

Don’t waste our money, make us go through a long procedure of 
decision, deciding facts and trying to reach ‘ SC1E ntifie judgment and 
then when we get there into tbs counthouse eae say “It does not mean 
a thing, we will try it all over : n.’ 

Mr. Serincer. How many cases of appeal do you think you will 
have out of this? 

Mr. Goopricn. Very, very difficult to say. If there were a trial 
de novo you could have as many as 3 in 1 single proceeding. 

I do not say that you would have that m: iny all the time, but you do 
get strong points of view that will exhaust every remedy and remem 
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ber that in the meantime. while the case is on review the regulation 
is not effective. 

I may be wrong on the bill on that. I] believe it does say ho stay 
unless otherwise ordered. 

But ordinarily our experience has been that pe ople will go for 
review and will rely on keeping the issue in the air while the case 

is adjudicated. 

We had that with the bread softener where we took the case in the 
third circuit and won, certiorari was denied; another case was in 
the eighth circuit on the same regulation and they continued to sell 
until we got the st: ly vac ated. 

Mr. Springer. What do you have to show to make your case? 

Mr. Goopricu. We have to show there was rational aes for the 
action. I can read the criteria of the Administrative Procedure Act 
if you like. It is in section 10, Scope of Judicial Review. 

I do not know that you want it read. 

Mr. SprtnGer. Rational basis, is that openmindedness ? 

Mr. Goopricn. According to the Universal Camera case, it says 
there must be support for the findings of fact concerning the record 
as a whole—that is, what the cross examination showed and what the 
evidence to the contrary fairly showed. 

Mr. Sprincer. How much support? 

Mr. Goopricu. In that case the specific thing that turned the weight 
there was that a hearing examiner had made one recommendation and 
the Board had made another. 

Mr. Sprincer. Do you have to find that by a preponderance of the 
evidence ? 

Mr. Goopricu. Under the Administrative Procedure Act findings 
of fact must be based on the reliable probative and substantial evi- 
dence I believe is the wording used. 

Under the Food, Drug, and Cosmetic Act, the wording is “substan- 
tial evidence of record” and I believe that would be modified by the 
Administrative Procedure Act. 

Mr. Sprincer. Reliable probative and—— 

Mr. GoopricH. Substantial evidence. 

Mr. Sprincer. Actually the other side would have that but where 
1s the weight of the evidence. 

Who carries the burden on appeal ? 

Mr. Goopricu. The burden of proof is on the moving party in 
administrative proceedings as provided in this bill. 

Mr. Sprincer. That is on these proponents when they get up here? 

Mr. Goopricu. Yes. 

Mr. Serincer. The burden is on them to show you did not use the 
rational approach ¢ 

Mr. Goopricn. The burden on them is to show * the administrative 
proceeding that the tolerance should be so and so. Then when we 
get to appeal the burden is on them to show heen was error just as 
in any other appellate case. 

Mr. Sprincer. Is the burden on them below to show the tolerance 
is such and such ?/ 

Mr. Goopricu. Yes, sir: according to the Administrative Procedure 
Act the burden of proof is on the person who is the moving party. 








© 


FEDERAL FOOD, DRUG, AND COSMETIC ACT 133 


This act was studied for over 10 years; it is a code on all these 
provisions. 

I suggest to you respectfully if I may that if this bill is enacted 
that certainly some serious attempt should be made to coordinate its 
provision with the very extensive—— 

Mr. Sprincer. Under this law, under this provision of this present 
bill who is the burden on to show that before you? 

Mr. Goopricn. The burden will be on the petitioner because the 
Administrative Procedure Act takes hold of this bill unless you write 
it in that the burden should be on us and since the petitioner is the 
man that has the evidence it seems only fair that he would have the 
burden. I believe the industry accepts that responsibility of doing 
the scientific work themselves rather than have the Government do it. 

Mr. SprinGer (reading) : 

As soon as practicable thereafter, but in no event later than 60 days after 
such referral, the committee shall, after independent study of the data sub 
mitted to it by the Administrator and other data before it, certify a report 
and recommendations on the proposal in the petition to the Administrator 
Within 30 days thereafter, the Administrator shall, after giving due considera- 
tion to the data before him including the report and recommendations of the 
advisory committee, make public a regulation (a) establishing a tolerance for 
the pesticide named in the petition or (b) exempting the pesticide from the 
necessity of a tolerance. 

Mr. Goopricu. Yes, sir. 

Mr. Springer. Actually, all he does is make findings himself, isn’t 
it ¢ 

Mr. Goopricu. He has to make findings on the basis of substantial 
evidence of record and make detailed findings of fact. 

He has to do that, the Administrative Procedure Act requires op- 
portunity for cross-examination and opportunity to make rebuttal. 

Everyone is not re with the recommendation of the National 
Research Council or other scientific groups. Take the case of the 
bread softener 

The proponent advocated we put the question up to the Food Pro- 
tection Committee. That was done. 

The committee reported the same decision we had reached on the 
record. 

The proponent then was dissatisfied and immediately set about 
giving the reasons why the committee was unsound. You have to con- 
template some situations of that kind. I believe that the Adminis- 
trative Procedure Act requires more than simply looking at the papers 
and making a decision. 

If this bill does not mean that we sincerely hope Congress will 
write in there that that decision is to be made without a hearing and 
I believe if you write that in there will be a different bunch of support 
for it. 

Mr. Sprincer. That isall. Thank you very much. 

Is Dr. Robert Mobbs here? 

Dr. Mospss. Yes. 

Mr. Sprincer. How long will your statement take, Doctor. You 
are the last witness. 

Dr. Mosss. I will take just a few minutes. 

Mr. Springer. If you would that will wind up our hearing. 
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STATEMENT OF DR. ROBERT MOBBS, NORTH CAROLINA JUNIOR 
CHAMBER OF COMMERCE 


Dr. Mosss. I am a physician down in Aberdeen, N. C., and during 
the past 5 years I have been interested in the toxicity of these insecti- 
cides. 

Back in 1948 there were two insecticide mixing plants in the com- 
munity I am located in that began again to mix DDT, BHC and sulfur 
into a dust for use on the boll weevil. 

There was a child living in a home adjacent to this insecticide mix- 
ing plant that died suddenly of a viruslike infection, died in con- 
vulsions. It was then that I began to get interested in insecticides. 

I have gone to visit the various agencies here in Washington and 
visited all the medical schools on the east coast and talked to the 
chemical people—that was back in 1948—about benzene hexachloride. 
At that time this chemical was permeating the air throughout this 
community and later was used throughout the South as an insecti- 
cide dust on cotton. 

My point is that at that time there was no one anywhere in the 
world that had done an inhalation test on benzene hexachloride on 
animals. 

This substance was released for widespread use where it contami- 
nated the air we had to breathe and yet it had been untested in that 
medium. 

I found that if you fed it to an animal it would kill the animal 
in convulsions. This child that had died had also suffered a perfora- 
tion of the stomach. Later it was found in experiments that animals 
suffered perforation of the stomach. 

So that I felt that this child’s death was probably due to this chemi- 
cal and I wrote a paper about it that was published in the Journal 
of the American Medical Association in December of 1948. 

In trying to find out something about these insecticides I think that 
I became impressed with the fact that there was inadequate pretest- 
ing of these chemicals as a group. 

Benzene hexachloride is one of the DDT group of chlorinated hy- 
drocarbons, others are toxaphene, chlordane, aldine, and beldrin. I 
checked with various pharmacologists and medical schools and the 
like and although no one in any of the medical schools on the east 
coast at that time had done any toxicity testing with benzene hexa- 
chloride they felt that one of the essential things in trying to arrive 
at its safe use would be a life-span toxicity test. 

In addition to these inhalation tests it would seem that before you 
could safely use a drug like that you should feed it to an animal over 
the lifetime of an animal like a rat which might normally live 3 years 
and see if he lived perhaps a shorter length of time or if he was pre- 
disposed to have cancer or heart disease or something like that. 

In my opinion as far as I have been able to ascertain none of these 
insecticides have been so tested. 

DDT was tested for 2 years, a little bit of it was given to rats for 
a period of 2 years in their diet. 

The Food and Drug Administration did that test and at the end 
of that time 20 percent of those animals had liver disease, actually 
had tumors of the liver and the Food and Drug Administration 
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scientists came to the conclusion that DDT was a definite but minimal 
carcinogenic agent. 

These other insecticides have not been tested even in that fashion 
and as I heard you discuss tolerances I do not see how you can pos- 
sibly set up adequate tolerances until life span toxicity tests are done 
to see what the effects are at least on animals who are fed a substance 
such as this. 

Further, there have been other things about the insecticides that 
have been pretty utterly neglected. In the testimony before the Food 
and Drug Administration and before the Delaney committee, the fact 
was ignored that this benzene-hexachloride destroys an important 
vitamin, inositol and during the past couple of years inositol has been 
introduced for use in medicine as a so-called fountain of youth drug. 

It has a more beneficial effect perhaps on arteriosclerosis than any 
other drug. It and a drug called codeine are used for cirrhosis of the 
liver and have been used experimentally for the treatment of even 
cancer. 

Yet benzene hexachloride, this insecticide, has exactly the same 
chemical formula as inositol except benzene hexachloride has chlorine 
where inositol has a vitamin, an oxygen hydrogen radical. 

I feel sure this has important implications for the long-range tox- 
icity of benzene hexachloride. 

The implication is that benzene hexachloride may cause some of the 
diseases that inositol is now used to treat. 

One thing that shocked me was the fact that the American Cancer 
Society not too long ago gave a grant to the professor of biochemistry 
at Columbia in which he used benzene hexachloride to produce abnor- 
mal cell formation or cancer-like changes and then used inositol to try 
to overcome those shines and yet at the same time we are using BDO 
or lindane in a fashion in which it contaminates crops, gets into the 
milk supply, it is now used in many restaurants and in home vaporiz- 
ing devices; it is used to dust troops and prisoners in Korea. 

I think that type of thing, the relationship between BHC and this 
vitamin should have been gone into before such widespread use was 
made of BHC. 

Under present law that was not required. To go back to the simple 
test like inhalation, as I mentioned, I checked in the various medical 
schools and none had done inhalation tests on BHC and none felt it 
was their responsibilitv. They felt that testing the oe ity of these 
insecticides was primarily the job of the chemical supply or the Fed- 
eral agency. 

The chemical companies have done a lot of work on the chemistry 
and entomology of the insecticides but the toxicity has been left to the 
Government. 

Then I know that when I visited the various Government agencies 
back in 1948 trying to find out who might know something about the 
results of the breathing of this thing, each of the agencies thought one 
other agency was responsible for such a test. 

It was not clearly delineated as it is not now delineated as to who 
is responsible for such testing. 

T have been chairman of the junior chamber of commerce down in 
this community, their health committee, and we tried to check a bit 
and see whether insecticide toxicity had occurred in various commu- 
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nities throughout the North Carolina and other Southern States areas 
and we found reports of toxicity in 105 communities. 

I feel that one could go into any congressional district and find 
reports of insecticide toxic ity. I think that these reports have been 
largely ignored, minimized, and suppressed. 

Another instance I might give of the possible effects of eating foods 
that contain insecticides was found in a case found by the Rocky Mount 
Junior Chamber of Commerce. First I might explain that we now 
know that many foods are contaminated by these insecticides and that 
human tissue itself now contains DDT and probably other insecti- 
cides and yet no one knows what the ultimate effect of that will be. 

In the community in which I am located where the air was con- 
stantly permeated through 1948 and part of 1949 with insecticides 
many people became ill and virus-like illness was rampant throughout 
the town. One man tried to use himself as a guinea pig to see what 
the effects of the insecticide would be on him before he took his wife 
and children to live with him. 

He had a coronary heart disease that seemed to be definitely aggra- 
vated by exposure to the dust and on his death we found DDT in his 
tissues. 

I feel also that attempts have been made to minimize the toxicity 
of these things. I know that the Public Health Service made a 
report where, in all the tests they had made of DDT and found it in 
the tissues of humans, that none of those individuals had been made ill, 
and vet the Public Health Service made 1 tissue analysis for DDT for 
me in which 15 parts per million of DDT was found in the tissue, 
and { feel that the man was definitely made ill by exposure to pesti- 
cides. 

To return to the case of Rocky Mount, this boy was an 18-year-old 
boy, who was dusting with toxaphene, which is one of the DDT-like 
insecticides. He had won an award 3 weeks before as the outstand- 
ing athlete in the local high school. The outlet on the dusting appa- 
ratus got plugged, and when he beat on it, it suddenly released and 
doused him with a bit of the insecticide. 

I think that his case could be a preview of what could happen to 
some of the rest of us as we eat food that is contaminated by insecti- 
cides and gradually store it in our tissues. 

Over a period of years things could happen to us. This boy devel- 
oped virus-like symptoms, then anemia, hypertension, paralysis, and 
8 months following his original illness he died. 

I have here a copy of his death certificate in which the attending 
physician had listed toxaphene as the cause of death. 

I have here a report of a case that occurred in the district of Mr. 
Wolverton, the chairman of this committee, in which a doctor re- 
ported a death from DDT back in 1946. I think that this letter 
from this physician to the head of a chemical plant in St. Louis 
illustrates the lack of any serious effort to find these cases of insecti- 
cide toxicity. 

I guess that’s about all. 

Mr. Sprrncer. Mr. Schenck? 

Mr. Scuenck. I was going to ask the doctor if there is any known 
way of combating this insecticide spraying of fruit or foods to make 
it safe for consumption ? 
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Dr. Morss. In order to make it safe? Well, it would have to be 
carefully regulated by law, by you gentlemen. 

Mr. Scuenck. I mean get this food into your home, is there any 
way a housewife can wash it or prepare it or cook it or do anything 
to it that makes it safe? 

Dr. Mosps. No, sir. You cannot completely eliminate some of 
these insecticides because I do not believe they are water soluble and 
they will not wash off. 

Mr. Springer. Dr. Mobbs, this is very interesting, and we are glad 
to have your testimony. I was wondering this: Suppose under this 
bill or a bill we set up a tolerance by such a committee or commission 
or the Secretary of Agriculture with the Secretary of Health, Educa- 
tion, and Welfare working together. If they set up a tolerance will 
that solve the problem ? 

Dr. Mopns. Well, I believe first they should have given this insecti- 
cide to an animal ghrough the life span of the animal. Some animals 
like a rat might live 3 years. He should be fed an amount of say 
DDT comparable to what we might get in our diet and see if he still 
lives an average of 3 vears or if some diseases predominate. I think 
you need that type of thing before you can achieve tolerances. 

Mr. Sprincer. Actually you would want to feed him your specific 
at that tolerance; would you not ? 

Dr. Morrs. You mean that specific amount ? 

Mr. Springer. Yes. 

Dr. Moss. Yes. I guess actually the pharmacologist who does that 
testing is apt to use a greater amount. 

Mr. Springer. You would not start out by just feeding him DDT 
or letting him inhale DDT. You are going to set up here, I take it, 
for testing DDT with a tolerance which they believe to be not harmful 
to humans or animals. 

Then they begin making the test and I take it you might want to 
test over the life of the rat or mouse or whatever is similar to the test 
you make. But if you ultimately came out of this with the tolerance 
which shows that there is no harmful effects, then you are safe; are 
vou not? 

Dr. Mosrs. Yes, but I do not think that can be achieved. The Food 
and Drug Administration did not feed it over the entire life span of 
the animal, found 20 percent of the animals fed DDT for a year and 
a half to 2 years had definite liver change. 

Mr. Sprincer. How much DDT did they feed them? 

Dr. Moss. I agree it was a little bit more than what we might get 
in our diet. 

Mr. Sprincer. There are not any insecticides—I have been on a farm 
as a boy and used insecticides from potatoes on up and any of them 
would make you sick if you got the right amount. I do not know what 
it was. I think it is the problem of getting the amount; isn’t that 
right? 

Dr. Mosss. Yes, but that should certainly be carefully done. 

Mr. Sprrncer. Would this be true? I do not care whether it is arse- 
nate or what. If you take so much of it and the child drinks it or if 
it is one like DDT and they keep inhaling it, nobody has ever said if 
you just kept on inhaling DDT it will not ‘kill you; have they? 

Dr. Mores. What I am saying is it has happened to a much greater 
extent than is generally recognized. 
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Mr. Sprincer. I do not deny what you say is true but it still is a 
question of amount, right, and this question of tolerance is the all- 
important issue? 

Dr. Morzrs. I do not ey think so. I think a small amount daily 
in foods like milk, meat, fruit, and vegetables, things we eat every 
day, for example, the Bese hnut Baby Food Co. has tried to get away 
from having to use insecticides in those foods they are preparing for 
babies and yet today they are about ready to abandon that search. 
They just cannot find foods in such sufficient quantity that do not 
contain some insecticides yet they do not know what the result, the 
ultimate result, will be. 

Mr. Scuenck. I was going to ask the doctor if he felt that there 
is a way to conduct adequate testing to develop proper tolerances ¢ 

Dr. Mosgs. I do not know. I personally feel that something such 
as Mr. Delaney proposed in his bill where testing would be done before- 
hand and where the insecticides would be considered in the same 
fashion as drugs are now considered and the same type of require- 
ments be met. I believe that they are as potent as any drug and should 
have the same control. 

Mr. Scnenck. I take it that you feel that there can be adequate 
tests developed to determine the safety of using these various 
insecticides ¢ 

Mr. Morrs. I would say there might be that possibility. 

Mr. Scuencx. But that it would take time ¢ 

Dr. Moses. Yes and again as I think the gentleman of the Food 
and Drug Adminis tr ition stated, you have got to do those lifetime ex- 
periments for 2 or 3 years on animals with the new insecticide before 
you can know what the ultimate effects m: Ly be. 

Mr. Scuencx. Mr. Chairman, I would like to highly commend the 
doctor for his excellent statement. I think our committee records are 
much better for having had this splendid statement. 

Mr. Sprincer. The doctor made a fine statement and I want to thank 
you for coming all this distance to give us the benefit of what you have 
found from your independent experiments. 

Thank you kindly. 

Is Mr. Karabatsos here ? 

Mr. Kararartsos. Yes. 

Mr. Sprincer. Do you want to put your statement in the record ? 

Mr. Karararsos. I have already placed the statement in the record 
for Dr. Miller and I talked with him at noon and he wanted me to 
impress upon the committee that the amendments proposed by Mr. 
Hitchner were also his and he had many conferences with Mr. Hitchner 
to bring these amendments in that they were necessary in the bill. 

Mr. Sprincer. Thank you for coming and for your patience in wait- 
ing until we got through. 

Che hearing is close d on H. R. 4277. 

(The following statement was submitted for the record :) 


STATEMENT OF THE AMERICAN MEDICAL ASSOCIATION, RE H. R. 4277, PESTICIDES IN 
Foops, By GEorGe F, LULL, M. D., SPCRETARY-GENERAL MANAGER 


Mr. Chairman, I would like to take this opportunity on behalf of the American 
Medical Association to submit for your consideration our views concerning H. R. 


277, 838d Congress, which is currently being studied by your committee. 
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We endorse the principle of enacting a pesticides-residue amendment to the 
Federal Food, Drug, and Cosmetic Act in the interests of the public health. How 
ever, we question whether H. R. 4277 in its present form would provide adequate 
safeguards or protection against the marketing of foods containing potentially 
poisonous or deleterious pesticides, 

According to our interpretation of H. R. 4277, there is no provision for pro- 
hibiting the marketing and general use of foods containing a pesticide before 
the determination of a safe tolerance limit of the pesticide in such foods has 
been made. It would be disastrous if the entire population of this country served, 
in effect, as experimental subjects while the safety of food containing a poter 
tially poisonous pesticide was being determined. 

The proposed amendment does not prohibit the marketing of foods containing 
a pesticide in quantities which have not been conclusively proven to be safe 
It simply prohibits the marketing of food containing a poisonous or deleterious 
pesticide unless the quantity of such pesticide does not exceed the limits of a 
prescribed tolerance or such pesticide is exempt from the requirement of a 
tolerance. No one submitting an application for registration of a pesticide under 
the Federal Insecticide, Fungicide, and Rodenticide Act is, or would be, re 
quired to file a petition proposing the issuance of a regulation establishing a 
tolerance for the pesticide or exempting the pesticide from a tolerance. Accord 
ing to our understanding of this bill, anyone could market food containing a new 
pesticide of questionable safety until such time as the Government could actually 
prove that such food was dangerous to health, and establish a safe tolerance 
In this connection also, the time limit specified for determination of a proper 
or safe tolerance would very likely be inadequate in many instances 

We question the necessity of that portion of the bill which requires the Admin- 
istrator to appoint an advisory committee. Furthermore, it does not appear 
proper to specify the composition of the committee, as done in the proposed bill, 
inasmuch as there may be some question as to whether or not the members s¢ 
lected by the petitioner would be truly unbiased and disintered. 

We recognize the value of pesticides as a means of preventing loss of crops 
and increasing the abundancy of our food supply. However, we believe that the 
safeguards contained in H. R. 4277 are not adequate to protect the public health 

For the reasons stated above, the American Medical Association is opposed 
to H. R. 4277, 88d Congress, in its present form. 


(The following is a proposed clean bill :) 


A BILL To amend the Federal Food, Drug, and Cosmetic Act with repect to residues of 
pesticide chemicals in or on food 


Be it enacted by the Senate and House of Representatives of the United States 
of America in Congress assembled, That section 201 of the Federal Food, Drug, 
and Cosmetic Act is amended by adding at the end thereof the following new 
paragraph : 

“(q) The term ‘pesticide chemical’ means any substance which, alone or in 
formulation with other substances, is an ‘economic poison’ within the meaning 
of the Federal Insecticide, Fungicide, and Rodenticide Act (7 U. S. C., sees. 135- 
135k) as now in force or as hereafter amended, and which is used in the produc 
tion, storage, or transportation of food; but such term shall not include any such 
substance which is intended for use in preventing or retarding decomposition of 
any food by molds, yeasts, or bacteria when such use would tend to replace good 
commercial practice by which such food is protected against such decomposition 
by sanitation, refrigeration, or heat processing.” 

Sec. 2. Clause (2) of section 402 (a) of the Federal Food, Drug, and Cosmetic 
Act is amended to read as follows: (2) if it bears or contains any added poi- 
sonous or added deleterious substance which is unsafe within the meaning of 
section 406, except a pesticide chemical, or if it bears or contains a pesticide chemi 
“al which is unsafe within the meaning of section 408 (a) ;”. 

Seo. 3. Chapter IV of the Federal Food, Drug, and Cosmetic Act is amended by 
adding at the end thereof the following new section: 


“TOLERANCES FOR PESTICIDE CHEMICALS IN OR ON FOOD 


“Sec. 408. (a) Any poisonous or deleterious pesticide chemical, or any pesti 
cide chemical which is not generally recognized, among experts qualified by 
scientific training and experience to evaluate the safety of pesticide chemicals, 
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as safe for use, added to a food, shall be deemed unsafe for the purposes of the 
application of clause (2) of section 402 (a) unless— 
“(1) the quantity therof in or on the food does not exceed the limits of 
a tolerance prescribed by the Secretary of Health, Education, and Welfare 
under subsection (b) of this section; or 
“(2) with respect to use in or on such food, the pesticide chemical has 
been exempted from the requirement of « tolerance by the Secretary under 
subsection (c) of this section. 
While a tolerance or exemption from tolerance is in effect for a pesticide chemi- 
cal with respect to any food, such food shall not, by reason of bearing or con- 
taining any added amount of such pesticide chemical, be considered to be adult- 
erated within the meaning of clause (1) of section 402 (a). 

“(b) The Secretary shall promulgate regulations establishing tolerances with 
respect to the use in or on food of poisonous or deleterious pesticide chemicals 
and of pesticide chemicals which are not generally recognized, among experts 
qualified by scientific training and experience to evaluate the safety of pesticide 
chemicals, as safe for use, to the extent necessary to protect the public health. 
In establishing any such regulation, the Secretary shall give appropriate con- 
sideration, among other relevant factors, (1) to the necessity for the production 
of an adequate, wholesome, and economical food supply, and (2) to the other 
ways in which the consumer may be affected by the same pesticide chemical or 
by other related substances that are poisonous or deleterious. Such regulations 
shall be promulgated in the manner prescribed in subsection (d) or (e) of this 
section. In carrying out the provisions of this section relating to the establish- 
ment of tolerances, the Secretary may establish the tolerance applicable with 
respect to the use of any pesticide chemical in or on any food at zero level if the 
scientific data before the Secretary does not justify the establishment of a greater 
tolerance. 

“(c) The Secretary shall promulgate regulations exempting any pesticide 
chemical from the necessity of a tolerance with respect to use in or on any or 
all food when such a tolerance is not necessary to protect the public health. 
Such regulations shall be promulgated in the manner prescribed in subsection 
(d) or (e) of this section. 

“(d) (1) Any person who has registered, or who has submitted an applica- 
tion for the registration of, an economic poison under the Federal Insecticide, 
Fungicide, and Rodenticide Act may file with the Secretary of Health, Education, 
and Welfare a petition proposing the issuance of a regulation establishing a 
tolerance for a pesticide chemical which constitutes, or is an ingredient of, such 
economic poison, or exempting the pesticide chemical from a tolerance. The 
petition shall contain data showing 

“(A) the name, chemical identity, and composition of the pesticide 
chemical! ; 
“(B) the amount, frequency, and time of application of the pesticide 
chemical ; 
“(C) toxicity information; 
“(D) the results of tests on the amount of residue remaining, including 
a description of the analytical methods used ; 
“(E) practicable methods for removing residue which exceeds any pro- 
posed tolerance ; 
“(F) proposed tolerances for the pesticide chemical if tolerances are 
proposed ; and 
“(G) reasonable grounds in support of the petition. 
Samples of the pesticide chemical shall be furnished to the Secretary upon 
request. Notice of the filing of such petition shall be published in general terms 
by the Secretary within thirty days after filing. 

“(2) Within ninety days after a certification of usefulness by the Secretary 
of Agriculture under subsection (1) with respect to the pesticide chemical 
named in the petition, the Secretary shall, after giving due consideration to 
the data submitted in the petition or otherwise before him, by order make 
public a regulation— 

“(A) establishing a tolerance for the pesticide chemical named in the 
petition for the purposes for which it is so certified as useful; or 
“(B) exempting the pesticide chemical from the necessity of a tolerance 
for such purposes. 
unless within such ninety-day period the person filing the petition requests 
that the petition be referred to an advisory committee or the Secretary within 
such period otherwise deems such referral necessary, in either of which event 
the provisions of paragraph (3) of this subsection shall apply in lieu hereof, 





| 





FEDERAL FOOD, DRUG, AND COSMETIC ACT 141 


“(3) In the event that the person filing the petition requests, within ninety 
days after a certification of usefulness by the Secretary of Agriculture under 
subsection (1) with respect to the pesticide chemical named in the petition, 
that the petition be referred to an advisory committee, or the Secretary within 
such period otherwise deems such referral necessary, the Secretary shall forth 
with submit the petition and other data before him to an advisory committee 
to be appointed in accordance with subsection (g) of this section. As soon as 
practicable after such referral, but in no event later than sixty days thereafter, 
the committee shall, after independent study of the data submitted to it by 
the Secretary and other data before it, certify to the Secretary a report and 
recommendations on the proposal in the petition to the Secretary, together with 
all underlying data and a statement of the reasons or basis for the recommenda 
tions. Within thirty days after such certification, the Secretary shall, after 
giving due consideration to all data then before him, including such report, 
recommendations, underlying data, and statement, by order make public a 
regulation 

“(A) establishing a tolerance for the pesticide chemical named in the 
petition for the purposes for which it is so certified as useful; or 

“(B) exempting the pesticide chemical from the necessity of a tolerance 
for such purposes. 

“(4) The regulations published under paragraph (2) or (3) of this subse« 
tion will be effective upon publication. 

“(5) Within thirty days after publication, any person adversely offected 
by a regulation published pursuant to paragraph (2) or (3) of this subsection, 
or pursuant to subsection (e), may file objections thereto with the Secretary, 
specifiving with particularity the provisions of the regulation deemed objec- 
tionable, stating reasonable grounds therefor, and requesting a public hearing 
upon such objections. A copy of the objections filed by a person other than 
the petitioner shall be served on the petitioner, if the regulation was issued 
pursuant to a petition. The petitioner shall have two weeks to make a written 
reply to the objections. The Secretary shall thereupon, after due notice, hold 
such public hearing for the purpose of receiving evidence relevant and material 
to the issues raised by such objections. Any report, recommendations, under 
lving data, and reasons certified to the Secretary by an advisory committee shall 
be made a part of the record of the hearing, if relevant and material, subject 
to the provisions of section 7 (c) of the Administrative Procedure Act (5 U.S. C., 
sec. 1008 (c)). As soon as practicable after completion of the hearing, the 
Secretary shall act upon such objections and by order make public a regula 
tion. Such regulation shall be based only on substantial evidence of record 
at such hearing, including any report, recommendations, underlying data, and 
reasons certified to the Secretary by an advisory committee, and shall set forth 
detailed findings of fact upon which the regulation is based. No such order 
shall take effect prior to the ninetieth day after its publication, unless the 
Secretary finds that emergency conditions exist necessitating an earlier effec- 
tive date, in which event the Secretary shall specify in the order his findings 
as to such conditions. 

“(e) The Secretary may at any time upon his own initiative propose the 
issuance of a regulation establishing a tolerance for a pesticide chemical or 
exempting it from the necessity of a tolerance. The Secretary shall publish 
such proposal in general terms and shall give any interested person thirty days 
after such publication within which to file a petition in accordance with subsec- 
tion (d) of this section. In the event that no such petition is filed, the Secre 
tary may by order publish a regulation based upon the proposal which shall 
become effective upon publication. Such regulation shall then be subject to 
paragraph (5) of subsection (d). 

“(f) All data submitted to the Secretary or to an advisory committee in sup- 
port of a petition under this section shall be considered confidential by the Sec- 
retary and by such advisory committee until publication of a regulation under 
paragraph (2) or (3) of subsection (d) of this section. Until such publication, 
such data shall not be revealed to any person other than those authorized by 
the Secretary or by an advisory committee in the carrying out of their official 
duties under this section. 

“(g) Whenever the referral of a petition to an advisory committee is requested 
under this section, or the Secretary otherwise deems such referral necessary the 
Secretary shall forthwith appoint a committee of competent experts to review 
the petition and to make a report and recommendations thereon. Each such 
advisory committee shall be composed of experts, qualified in the subject matter 
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of the petition, selected by the Secretary, by the person filing the petition, by 
the Secretary of Agriculture, and by the National Research Council of the 
National Academy of Sciences, the same number of experts to be selected by 
each. The size of the committee shall be determined by the Secretary. Mem- 
bers of an advisory committee shall receive as compensation for their services 
a reasonable per diem, which the Secretary shall by rules and regulations pre- 
scribe, for time actually spent in the work of the committee, and shall in addition 
be reimbursed for the necessary traveling and subsistence expenses while so 
serving away from their places of residence. The members shall not be subject 
to any other provisions of law regarding the appointment and compensation of 
employees of the United States. The Secretary shall furnish the committee with 
adequate clerical and other assistance, and shall by rules and regulations pre- 
scribe the procedure to be followed by the committee. 

“(h) A person who has filed a petition in accordance with the provisions of 
this section, as well as representatives of the Department of Health, Education, 
and Welfare, shall have the right to consult with any advisory committee pro- 
vided for in subsection (zg) in connection with the petition. 

“(i) (1) In a ease of actual controversy as to the validity of any order under 
subsection (d) (5), (e), or (1) any person who will be adversely affected by 
such order may obtain judicial review by filing in the United States Court of 
Appeals for the circuit wherein such person resides or has his principal place 
of business, or in the United States Court of Appeals for the District of Columbia 
Circuit, within sixty days after the entry of such order, a petition praying that 
the order be set aside in whole or in part. 

“(2) In the case of a petition with respect to an order under subsection (d) 
(5) or (e), a copy of the petition shall be forthwith served upon the Secretary, 
or upon any officer designated by him for that purpose, and thereupon the 
Secretary shall certify and file in the court a transcript of the proceedings and 
the record on which he based his order. Upon such filing, the court shall have 
exclusive jurisdiction to affirm or set aside the order complained of in whole or 
in part. The findings of the Secretary with respect to questions of fact shall 
be sustained if supported by substantial evidence when considered on the record 
as a whole, including any report and recommendation of an advisory committee. 

“(3) In the case of a petition with respect to an order under subsection (1), 
a copy of the petition shall be forthwith served upon the Secretary of Agricul- 
ture, or upon any officer designated by him for that purpose, and thereupon 
the Secretary shall certify and file in the court a transcript of the proceedings 
and the record on which he based his order. Upon such filing, the court shall 
have exclusive jurisdiction to affirm or set aside the order complained of in 
whole or in part. The findings of the Secretary with respect to questions of 
fact shall be sustained if supported by substantial evidence when considered on 
the record as a whole. 

“(4) If application is made to the court for leave to adduce additional evi- 
dence, the court may order such additional evidence to be taken before the 
Secretary of Health, Education, and Welfare or the Secretary of Agriculture, 
as the case may be, and to be adduced upon the hearing in such manner and 
upon such terms and conditions as to the court may seem proper, if such evidence 
is material and there were reasonable grounds for failure to adduce such evi- 
dence in the proceedings below. The Secretary of Health, Education, and 
Welfare or the Secretary of Agriculture, as the case may be, may modify his 
findings as to the facts and order by reason of the additional evidence so taken, 
and shall file with the court such modified findings and order. 

“(5) The judgment and decree of the court affirming or setting aside, in whole 
or in part, any order under this section shall be final, subject to review by the 
Supreme Court of the United States upon certiorari or certification as provided 
in section 1254 of title 28 of the United States Code. The commencement of 
proceedings upder this section shall not, unless specifically ordered by the court 
to the contrary, operate as a stay of an order. The courts shall advance on the 
docket and expedite the disposition of all causes filed therein pursuant to this 
section. 

“(j) The Secretary may, upon the request of any person who has obtained 
an experimental permit for a pesticide chemical under the Federal Insecticide, 
Fungicide, and Rodenticide Act or upon his own initiative, establish a tempo- 
rary tolerance for the pesticide chemical for the uses covered by the permit 
whenever in his judgment such action is deemed necessary to protect the public 
health, or may temporarily exempt such pesticide chemical from a tolerance. 

In establishing such a tolerance, the Secretary shall give due regard to the 
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necessity for experimental work in developing an adequate, wholesome, and 
economical food supply and to the limited hazard to the public health involved 
in such work when conducted in accordance with applicable regulations under 
the Federal Insecticide, Fungicide, and Rodenticide Act. 

“(k) Regulations affecting pesticide chemicals which are promulgated under 
the authority of section 406 (a) upon the basis of public hearings instituted 
before January 1, 1953, in accordance with section 701 (e), shall be deemed to 
be regulations under this section and shall be subject to amend or 
provided in subsection (m). 

“(1) The Secretary of Agriculture, upon request of any person who has regis- 
tered, or who has submitted an application for the registration of, an economic 
poison under the Federal Insecticide, fungicide, and Rodenticide Act, and whose 
request is accompanied by a copy of a petition filed by such person under sub- 
section (d) (1) with respect to a pesticide chemical which constitutes, or is an 
ingredient of, such economic poison, shall, within twenty days, on the basis of 
data before him, either— 

“(1) certify to the Secretary of Health, Education, and Welfare that such 
pesticide chemical is useful for the purpose for which a tolerance or exemp- 
tion is sought; or 


repeal as 


“(2) notify the person requesting the certification of his proposal to certify 
that the pesticide chemical does not appear to be useful for the purpose for 
which a tolerance or exemption is sought, or appears to be useful for only 
some of the purposes for which a tolerance or exemption is sought. 

In the event that the Secretary of Agriculture takes the action described in 
clause (2) of the preceding sentence, the person requesting the certification, 
within one week after receiving the proposed certification, may either (A) re- 
quest the Secretary of Agriculture to certify to the Secretary of Health, Educa- 
tion, and Welfare on the basis of the proposed certification, (B) request a hear- 
ing on the proposed certification or the parts thereof objected to, or (C) request 
both such certification and such hearing. If no such action is taken, the Secre- 
tary may by order make the certification as proposed. In the event 
is requested, the Secretary of 
h 


a hearing 
Agriculture shall provide opportunity for a prompt 
earing. The certification of the Secretary of Agriculture as the result of such 
hearing shall be made by order and shall be based only on substantial evidence of 
record at the hearing and shall set forth detailed findings of fact. In no event 
shall the time elapsing between the making of a request for a certification under 
this subsection and final certification by the Secretary of Agriculture exceed one 
hundred and twenty days. The Secretary of Agriculture, after due notice and 
opportunity for public hearing, is authorized to promulgate rules and regulations 
for carrying out the provisions of this subsection. 

“(m) The Secretary of Health, Education, and Welfare is authorized to 
promulgate rules and regulations for the efficient administration and enforce- 
ment of the provisions of this section other than subsection (1). Any interested 
person shall be given an opportunity for a public hearing on such rules and 
regulations upon request made within thirty days after promulgation. Such 
rules and regulations shall prescribe the procedure by which regulations under 
this section may be amended or repealed, and such procedure shall conform to 
the procedure provided in this section for the promulgation of regulations estab- 
lishing tolerances, including the appointment of advisory committees and the 
procedure for referrring petitions to such committees.” 

Sec. 4. There are hereby authorized to be appropriated, out of any moneys 
in the Treasury not otherwise appropriated, such sums as may be necessary for 
the purpose and administration of this Act. 

Sec. 5. This Act shall take effect upon the date of its enactment, except that 
with respect to pesticide chemicals for which tolerances or exemptions have not 
been established under section 408 of the Federal Food, Drug, and Cosmetic Act, 
the amendment to section 402 (a) of such Act made by section 2 of this Act shail 
not be effective— 

(1) for the period of one year following the date of the enactment of this 
Act; or 

(2) for such additional period following such period of one year, but 
not extending beyond two years after the date of the enactment of this Act, 
as the Secretary of Health, Education, and Welfare may prescribe on the 
basis of a finding that conditions exist which necessitate the prescribing of 
such additional period. 


(At 5:55 p. m. the hearing was recessed. ) 





